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1 User instructions

1.1 User guide

Read the operation manual carefully,prior to the first operation to avoid misuse and
prevent from damage.

1.2 Target group

This unit is for dentists and dental qualified staff

1.3 Symbol descriptions

The following symbols may appear in this manual, on the marking label, or on its
accessories. Some of the symbols represent standards and compliances associated

with the unit and its use.

CE Mark: conforms to essential requirements of the Medical
012  Device Directive 93/42/EEC.

Date of manufacture.

Manufacturer

Only-forjindoor use

AC
SN Specifies serial number
A Notes

Type B applied part

DISPOSAL: Do not dispose this,-product as unsorted
municipal waste. Collection of such waste separately for
special treatment is necessary.

© Refer to instmction manual / bgoklet

1.4 ~Classification

1.4.1-Class Il equipment;

1.4.2 Type B applied part.

1.5, Purpose of the medical unit

The unit is intended to supply._driving power to the dental handpiece for dental



treatment and operations in hospitals and dental clinics.

16. Operating conditions

It is used in medical institutions.

17. Field of use

Dentistiy.

18. Potential user

This unit may only be used by dentists and qualified dental personnel familiar with
the operation manual.

19. Indications

The unit is used to supply the=driving power to the dental handpiece.

1.10.  Contraindications

None.

111,  Side effects

Not identified.

1.12.  Risks of medical device application

During steps of riskcanalysis, it was concluded that this“is/a low-risk product and that
any existing risks=-were eliminated through safety ‘testing, proper selection of
materials, and instructions for use. It was confirmed by several years of market
experience with minimal complaints and no serious injuries. In addition, medical
studies performed that during usage of the device did not detect serious injuries and
showed a high“level of success. Therefore, the product is safe.

2 Safety notes & \Warnings
2.1 Generalrinfonnation
The user-must ensure that the unit works properly and is in satisfactory condition
before-each use or operation.
Thistunit is designed for use in dentistry only and may only be used-by trained
medical personnel. Any other type of use is not permitted.
2.2-Purpose-Proper use

Proper use includes following all the instructions for use and ensuring that all
inspections and service tasks are performed.
2:2.1 Installation, expansions, adjustments, changes or repairs may only be carried out
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by trained technicians. Before installation ensure that medical technician or
distributor who offers the unit is qualified and authorized. In the case‘when all
previously described actions were carried out by technician without a license and
proper autliorization, the manufacturer disclaims all the warranties.

2.2.2 When operating the unit, be sure to observe the instructions provided in the
manual.

2.2.3 The unit must be cleaned and.serviced according to instructions:

2.3 Warnings

2.3.1 Do not dispose of electrical appliances as imsorted municipal waste, use
separate collection facilities. ‘Contact your local government for information regarding
the collection systems available. If electrical appliances were disposed in landfills or
with domestic wastes, there' is a risk that hazardous substances can leak into the
groundwater and get into-the food chain, damaging your health and well-being.

2.3.2 The device is not suitable for use in the presence~of flammable anesthetic
mixtures with air or witli’oxygen or nitrous oxide.

2.3.3 The user is prohibited to remove dental handpiece while motor is rotating.

2.3.4 It is prohibited-to lubricate the micromotor with.oil, avoid oil to enter inside of
micromotor,

2.3.5 It is prohibited to disinfect micromotor by chemical disinfection.

3. Appearance

Fig:I.Control board Fig.2 Micromotor and tubing

4. Technical Specifications
SYSEEM i, Vector control system
TYPE: e e Bnishless motor



Revolutions: -...............

Power Input of adaptor:
Dimension of motor: —

Number of phases:-----
Connection type.--------
POWer ..o, :

AXis type:-----------------
Dimension of PCB:-----
Total net weight;------==

Micromotor tubing
Length

Weight

Speed controller
Dimensions
Weight

Reverse Switch
Dimensions
Weight

Fastener
Dimensions
Weight

- 2,000 - 40,000 rpm
m 3.4Ncm
AC 24-26.8 V
m(p22xL71mni
679
<60dB
LED (white light)
-3
- I1SO-E
- 50W
-52 mm
mAsynchronous
mL140xW123xH55mni
950.00 g

Up to 1000 mm
200 ¢

120x190 mm
1509

130x170 mm
250 g

120x110 mm
300 g

5.+ Operation, transportation and storage conditions
5/~ Conditions of transportation, storage and operation

Atmosphere pressure:.........i

40°C ~ -I-70°C

0% ~ 100%
- 50Kpa ~ HO6Kpa



6. Operation instructions

Note: Operation instructions for the electric motor is the same as’operation
instructions for air motor.

6.1 Pull out the motor from handpieees’ holder of dental unit, press foot controller
micro-motor starts and light indicator-of motor lights on.

6.2 Press Speed controller to minus.or plus the speed, speed down or-up from 2000 to
40000 rpm.

6.3 Press Reverse switch to convert motor rotation direction.

Warning. Never attempt to «cgnvert micromotor rotation direction when micromotor
is running.

7. Maintenance

7.1 Maintenance and._repair may only be carried out~b\" qualified and trained
personnel.

7.2 Daily maintenance includes the micromotor cleaning with disinfecting alcohol-
containing solution-at the end of the working day, aqueous solution with up to 2,5%
alcohol. Use seal caps at the front and back parts of micromotor before cleaning (as
on the figure below).

warning: Dolnot use perhydrol or similar disinfecting solution for cleaning. Do not
oil or lubricate motor, it may cause motor)failure and invalidate warranty.
replacement.

7.3 It is recommended to replace removable fubbers and ring gaskets after long-time
use.

Warning:) Do not sterilize motor by autoclaving.

Warning: It is forbidden to use chemical solutions for cleaning.



8. Marking

" .
Lke<«m
Mk

9. Materials in contact with human body
There is no direct contact with"human body,

10. List of animal or human materials

There are no animal or‘human materials in tlie unit.

11. Data on drugs .and,pharmaceutical substances in thesmedical unit

There are no drugs-and pharmaceutical substances in the-unit

12, Complete set
The delivery set includes:

Control.-board:

10



Motor tuDING: — o 1

Speed CONtroller:.......ccoovvveieree e foiimr e \
ReVerse SWitCh:......ccooc et [
FaStENEIS: .o e e i
User’'smanuali..........cccccooeveveviiieeienie e aineens 1

13. Sterilization and disinfection

The unitiissnon-sterile and does not require disinfection before use,

14. Service life

Service life for this product is 10 years.

15. Warranty
Manufacturer warrants its products.to*be in confonnance with its own plans and
specifications under normal use, transportation and storage.

1



16. Disposal and destruction procedure

The medical unit must be disposed in accordance with the requirements of the current
legislation (including Sanitary-epidemiological requirements 2.1.7.2790-10).

17. Packing

Each component is individually packed in plastic bag and placed in.cardboard box.
Internal polyurethane inserts in.transport package provides additional strength,
prevents deformation and displacement while transportation.
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iateinalioiial

EN 1SO 13485: 2012 Medical Devicés - Quality Management Systems™+ Regulatory

EN ISO 14971:2012

EN 1041: 2008 +
AE2013

EN
2012

ISO 15223-1.

EN 980: 2008

EN 60601-1: 2006 4
Al: 2013
EN 60601-1-2: 2007

EN 62304: 200602
AE2015
EN 60601-1-6;= ,2010
4AE2015

Neitonal
No.

1

2

3

The code

YY 0836-2011

Purpose Reguirements

Medical _Devices I-Applying Risk Management to Medical
Devices

Information provided by the manufacturer of medical de\ ices

Medical devices - Symbols to be used ontire-labels of medical
devices, labeling, and infonnation that_ must be provided a-
Part-1: General requirements

Designations for use in the labeling of medical devices

Medical Electrical Equipment - Part 1 \General Requirements for
Basic Safety' and Basic Performance

“Medical electrical equipment - Part 1-2: General requirements
for basic safety and essential operational quality m- Collateral
Standard: Electromagnetic Compatibility i- requirements and
tests"

Medical Device Software i- Software Life Cycle Proeesses

Medical Electrical Equipment - Part 1-6: General Requirements

for Basic Safety and--Basic Operational Quality m-
Supplementaiy Standard: Ease of Use”

Description

Dental liandpieces and micromotors

YY/T 1043 .1-2016 Dentistry - integrated equipment

GB 9706.1 -2007

Medical electrical equipment - Part\1
Basic safety requirements
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Y'Y 0505-2012

GB/T 14710-2009

YY/T 0628-2008

GB/T4205-2010

GB5023,1-2008

Medical electrical equipment - Part 1-2:

Basic safety requirements and basic functional
cliaracteristics - Electromagnetic coinpatibility
deadline - requirements and tests

Basic requirements and test methods-for medical
electrical equipment

Dentistry Device - Symbols Used for Labeling
Basic application andjob security.

Basic wiring requirements
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Annex 1, Installation scheme of model 200EM
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Attention, for installation of the motor use the above scheme. The power shc@ be

8

connected as a last step.
According to the scheme the air valve need to be connected with T-valve fc@
connection of water, air and spray.

Note, foot control is not a part of th oduct, foot control is a basic com&%‘ent for
any dental unit. Please consult wit@pplier of dental units regarding@a presence of

the foot control. @ Q
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Annex 2. EMC, radio frequencies requirements

Manufacturer’s reronmiendations and statement - electromasnetie radiation
The motor is interided for use in an electromagnetic environment as defined below,
Customer or user of the motor must ensure its'use'in such environment

Exhaust
emissions test

RF emission
CISPR 11

RF emission
CISPR 11
emission,
created
harmonic
currents
IEC 61000-3-2
Voltage
fluctuation
power  flickers
IEC 61000-3-3

by

Compliance

Group 1

Class B

No electric

input

No electric

input

network

Electromagnetic environment - recommendations

Die motor uses radio-frequency energy only for its internal
tunctions. Therefore, its RF emissions are Very low and cannot
cause any interference to nearby electronic.equipment

The motor is suitable for use in all institutions, including living
premises and rooms directly connected to a public low voltage

power network that supplies /buildings used for household

purposes.

network

Manufacturer's recommendations and statement - suscentiveness
me motor is mtenaed tor'use m an electromagnetic environment asdefined below.
Customer or user of the-motor must ensure its use in such environment

Immunity test

Electrostatic

discharge (ESD)

IEC 61000-4-2
Electric surges

IEC 610004-4

Surge
IEC,61000-4-5

Voltage dips, short
interruptions  and
changes in supply
voltage on the
input power lines

IEC 61000-4-11

IEC 60601

test level

+ 6 kV contact
+ 8 kV air

+ 2 kV for power
supply lines
+ 1 kv for

input'output lines

+ 1KkV line to line
+ 2KV line to line

<5 % {lt
(>95 Ydip in Ut)
for 0.5 cycle

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

70 % UT|

(30 % dip in LIT)
for 25 cycles

Compliance
degree

+ 6 KkV contact
+ 8KV air

No electric network
input

+ 1  kVo for
input/output lines

No electric-network
input

Nozelecfric network
input

Electromagnetic emironmcent
recommendations

Floor must be made of wood, concrete or
ceramic tiles. If the floor is covered with
synthetic material, the relative humidiw.
should be at least 30%.

The quality of the electric power network
should be typical for a commercial or hospital
environment.

The quality of the electric power network
should be typical for a commercialjor hospital
environment.

The quality of the electric _power network
should be typical for a commercial or hospital
environment.

If the OSSEOST.4P user-requires continuous
operation, it is recommended to power
OSSEOSTAP from an uninterruptible power
supply or battery.

14



<5 % uT
(>95 % dip in UT)
for 5 sec
Voltage frequency 3 A/m 30 A/m
(50/60 Hz)
of the magnetic
field

IEC 61000-4-8

iNote Ui - AG mams voltage before applying the test level

lhe frequency of the magneticfield network
should be at the level, characteristic of typical
typical commercial or hospital_environment

Manufacturer’s recommendations and statement - susceptiveness
The motor is intended for use in an electromagnetic environment as defined below.
Customer or user of the motor mustensure its use in such environment

Immunity test tested degree
Conducted 3 V™M 3V
RF/noise 150 kHz to 80
IEC 61000-4-6 MHz
Radiated RF 3 Vim 3V/m
IEC 61000-4-3 80 MHz to 25

GHz

IEC 60601 . level Compliance

Electromagnetic enviroranent
recommendations

Portable and/ ymobile radio frequency
communications equipment should not be used
near parts of the motor, including cables. Tlie
recommended-. distance is calculated by the
equation applicable to the transmitter frequency.

Recommended distance
d=1.2W

d == 12w 80 MHz to 800 MHz
d =2.3Vp 800 MHz to 2.5GHz

where p is the maximum rated output power of
the“transmitter in watts (W) according to the
transmitter manufacturer and d is the
recommended distance in meters (m).

The field strength from fixed radio Ifequency
transmitters, as determined by the investigation
of the electromagnetic environment (a)”at)the
site, should be less than the compliance,level in
each ifequency range, (b)

hiterference may be present near equipment,
marked  with  the  following/ = -symbol:

Note,1 ,At80 MHz and 800 MHz, a higher frequency range is applied.

Note 2  These recommendations may not apply in all situations. Absorption and reflection from structures.

objects and people influence the electromagnetic waves propagation
The strength of the fixed transmitters field, such as base stations for radio (cellular / wireless) telephones
and terrestrial mobile radio stations, amateur radio stations. AM and FM radio and teleyision, can not be
predicted theoretically accurately. To “assess the electromagnetic environment based on fixed radio
frequency transmitters, surveys of the electromagnetic situation on the site should-be performed. If the
measured field strength in the place/Where the motor is used, exceeds the acceptable-compliance level for
RF Motor, which must be observed.to-verify nonnal operation. If faults are detected, additional measures

15



such as reorienting or moving the motor are required
Field strength should be less than 3 V/m in the frequency range from 150 kHz to 80 MHz.

Annex 3. The procedure for installing and checking the operation of the
product.

Step 1 Open the control panel of the dental unit and locate it-at appropriate
place.

Step 2,-Replace the standard hose for'tool with the one for micromotar.

16






Step 3. Connect the water and air hoses of the micromotor to the
corresponding hoses in the dental unit control panel using the air‘and water
supply valve.

Important: The air and water-supply valve is supplied separately of
the micromotor.

Step 4: Connect the connector to the hose.of micromotor on control board:

18
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Step 8: Turn on the power of the dental unit and pull the micromotor out of
the holder.

The micromotor is ready for use

Step 9..Check the functions of the micromotor by pressing the pedal of the
dental~unit. When you press the pedal, the backlight of the micromotor
should turn on and it should start rotating. Check the speed contrgl and the
reverse function using controllers-that are fixed at the control panel. If any
of the functions do not work, turn off the power of the unit.and check
correct connection of all wires. "If everything is installed correctly and
some functions or micromotor [doesn’t work, please contactithe authorized
representative of the manufacturer for warranty replacement of the

21
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CONTACT DETAILS

Manufacturer of the device:
Guangdong Harmonic Medical Company Ltd

Legal address: The Third Floor A Building Nan, No. 9 of North Park East Read, Shishan Town,
Nanhai District, Foshan City, Guangdong, China, 528225

Production address: The Thnd_Floor A, Building Nan, No. 9 of Nortli’Park East Road, Shishan
Town, Nanliai District, Foshan.City, Guangdong, China, 528225

Phone: +86 757 85853030 Fax: +86 757 85853030

Authorized representative in the territory of the Russian Federation:
Novgodent LLC

Legal address: 355003, Stavropol, Mir St, 367/21;

Tel./fax: +7(8652) 525-888

E-mail: www.novgodent.ru

23


http://www.novgodent.ru

Guangdong Harmonic Medical Co., Litd.

DentalBrushless Electric Motor

Operation Manual

MERCURY STAR 400EM

Version No.{HO3

Authorized. representative on the territory-of the Russian Federation
Novgodent LLC

355000, Stavropol, Mira stn, 367/21; +7(8652)525-888
wWwWwy:novgodent.ru
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1. User instructions

1.1 User guide

Read the operation manual carefully’prior to the first operation to aveid misuse and
prevent from damage.

1.2 Target group

This unit is for dentists and dental qualified staff.

1.3 Symbol descriptions

The following symbols may-appear in this manual, on the marking label, or on its
accessones. Some of the_symbols represent standards and“compliances associated

with the unit and its use.

CE Mark::conforms to essential requirements of tlie Medical
C € U2 Device Directive 93/42/EEC.

Date ofmanufacture.

M I Manufacturer

Onlyfor indoor use

AC
SN Specifies serial number
A Notes

Type B applied part

DISPOSAL: Do not dispose .this product as unsorted
municipal waste. Collection ot“such waste separately for
special treatment is necessary:

O Refer to instmction manual /'booklet

1.4~ Classification
1.4.1 Class Il equipment;
1:4.2 Type B applied part.

26



15. Purpose of the medical unit

The unit is intended to supply driving power to the dental handpiece for)dental
treatment and operations in hospitals and dental clinics.

16. Operating conditions

It is used in medical institutions.

17. Field of use

Dentistry.

18 Potential user

This unit may only be used by dentists and qualified dental personnel familiar with
the operation manual.

19. Indications

The miit is used to supply the-driving power to the dental handpiece.

1.10.  Contraindications

None.

1.11.  Side effects

Not identified.

1.12.  Risks of medical device application

During steps of risk-analysis, it was concluded that this‘is a low-risk product and that
any existing risks_'were eliminated through safety )testing, proper selection of
materials, and instructions for use. It was confirmed by several years of market
experience with ' minimal complaints and no serioeus injuries. In addition, medical
studies perfonned that during usage of the device)did not detect serious injuries and
showed a high level of success. Therefore, the product is safe.

2. Safety notes & Warnings

2.1 General infomiation

The user must ensure that the unit works, properly and is in satisfactory ~eondition
before each use or operation.

Thisunit is designed for use in dentistry only and may only be used b\' trained
medical personnel. Any other type of tse is not pennitted.

2.2 Purpose-Proper use

“Proper use” includes following-all the instructions for use and ‘ensuring that all

27



inspections and serv ice tasks are perfonned.

2.2.1 Installation, expansions, adjustments, changes or repairs may only be carried out
by trained technicians. Before installation ensure tliat medical technician or
distributor who offers the unit is qualified and authorized. In the case-when all
previously described actions were carried out by technician without a.license and
proper authorization, tiile manufacturer.disclaims all the warranties.

2.2.2 Wlien operating the unit, be_sure to observe the instructions provided in tlte
manual.

2.2.3 The unit must be cleaned and, serviced according to instructions:

2.3 Warnings

2.3.1 Do not dispose of electrical appliances as unsorted municipal waste, use
separate collection facilities. Contact your local government for information regarding
the collection systems available. If electrical appliances were-disposed in landfills or
with domestie wastes, there is a risk that hazardous substances can leak into the
groundwater and get into-the food chain, damaging your health and well-being.

2.3.2 The device is ot suitable for use in the presence of flammable anesthetic
mixtures with air or witli oxygen or nitrous oxide.

2.3.3 The user is prohibited to remove dental handpiece while motor is rotating.

2.3.4 It is prohibited to lubrieate the micromotor with_oil, avoid oil to enter inside of
micromotor.

2.3.5 It is prohibited to disinfect micromotor by chemical disinfection.

3. Appearance

m
o W
OO
Fig.l Control board Fig.2 Micromator and tubing Fig.3 Control panel
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4. Technical Specifications

SYSEEM et Vector control system
T Y Pt Brushless motor
ReVOIULIONS:....cvvv e ) S 2,000 - 40,000 rpm
TOrQUE: ..l 3.4Ncm

Power Input of adaptor:..........c..c. i AC 24 - 268V
Dimension of motor:.......cccoceoe . Lo e cp22xL71mm
Weight 0f MOtor: ..oyt 679

NOISE: . ciieirieirieirieieas VTR =t <60dB

Lamp:e s LED (white light)
Number of phases:............ e vereiecieeen, 3

COIMECLION tYPE:...ocvevicee s ebiten e seeiereereeeeeens ISO-E

POWET it 60 W

Altitude axis: ..o S 46.3 mm

AXIS TYPE i St Asynchronous
Dimension 0f PCB v L140 x W123 x H55mni
Total net Weight: ccveevciiicicececeveies 1200.00 g
Micromotor tubing

Length Up-to) 1000 mm
Weight 200.9

Control panel

Dimensions 300x200 mm
Weight 300 g

Panel fasteners

Dimensions 150180 mm
Weight 350 g

Fastener

Dimensions 120x110 mm
Weight 300 g

29



5. Operation, transportation and storage conditions

5.1 Conditions of transportation, storage and operation

Working environment temperature;............ 40°C ~ +70°C
Relative humidity:........ccoooveviirini il 10% ~ 100%
AtMOSphere pressure;......oeeeneeee S diveee 50Kpa ~ KO6Kpa

6. Operation instructions

Note: Operation instructions for, the electric motor is the sarpe ‘as operation
instructions for air motor.

6.1 Pull out the motor from handpieces' holder of dental unit, press foot controller
micro-motor starts and light indicator of motor lights on.

6.2 Press buttons “+” or on the control panel to adjust speed, it is possible to
adjust it in range from 2000/to 40000 rpm, the speed is displayed-on the panel.

6.3 Press Reverse button-en the panel to convert motor rotation-direction ® .

6.4 The panel has threg=buttons for automatic adjustment;of the handpiece speed -
1:5, 1:1 and 1:20. Whenpush the button information about/the speed is displayed on
the panel.

6.5 M1 and M2 buttens to save settings, when you push-these buttons once again the
motor will start to.work according to settings.

Warning: Neverattempt to convert micromotor rotation direction when micromotor.
is running.

7, Maintenance

7.1 Maintenance and repair may only be-carried out by qualified and trained
persomiel.

7.2 Daily ‘maintenance includes the micromotor cleaning with disinfecting(alcohol-
containing solution at the end of the working day, aqueous solution with up-to 2,5%
alcohol. Use seal caps at tlie front and.-back parts of micromotor before cleaning (as
on:the figure below).

Warning: Do not use perhydrol or/similar disinfecting solution for cléaning. Do not
oil or lubricate motor, it may /cause motor failure and invalidate warranty
replacement.
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7.3 It is recommended to replace removable rubbers and ring gaskets after long-time
use.

Warning: Do not sterilize motor by autoclaving.

Warning: It is forbidden to use chemicalisolutions for cleaning.

8. Marking

msMr YL/ tnrUTUHit-,

9. Materials in contact.with human body

There is no direct contact with human body.

10. List of animal or-human materials

There are no animal’or human materials in tlie unit.

11. Data on drugs and pharmaceutical substances in the medical unit

There are no.drugs and phamiaceutical substancesin the unit.

12. Complete set
The delivery set includes:

Control board:
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14. Service life

Service life for this product is 10 years.

15. Warranty
Manufacturer warrants its products to be in conformance with its own plans:and
specifications under normal use, transportation and storage.

16. Disposal and destruction procedure
The medical unit must be disposed.in accordance with the requirements of the current
legislation (including Sanitary-epidemiological requirements 2.1.7,2790-10).

17. Packing

Each component is individually packed in plastic bag and placed in cardboard box.
Internal polyurethane inserts in transport package provides. additional strength,
prevents deformation and-displacement while transportation:
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18. List of retjoluton documents / standurd.s

lattsmational
EN ISO 13485; 2012

ENISO 14971:2012

EN 1041: 2008 +
AE2013

EN ISO 15223-1:
2012

EN 980: 2008

EN 60601-1: 2006 +
AE2013

EN 60601-1-2: 2007

EN 62304: 2006¢_+
Al: 2015

EN 60601-1-6: 2010
+A1:2015

N ational’

No. “Fhe code

1 YY 0836-2011

2 YY/T 1043 .1

3 GB 9706.1 -2007

Medical Devices=- Quality Management Systems =Regulatoty’
Purpose Requirements

Medical Devices I- Applying Risk Management, to Medical
Devices

Infonnatien provided by the manufacturer of medical devices

Medical-devices - Symbols to be used on tire-labels of medical
devices,“labeling, and infonnation tliat must be provided a-
Part I General requirements

Designations for use in the labeling of medical devices

Medical Electrical Equipment - Part 1. General Requirements for
Basic Safety and Basic Perfonnance

"Medical electrical equipment - Part 1=2; General requirements
for-basic safety and essential operational quality m- Collateral
Standard: Electromagnetic Compatibility i- requirements and
tests"

Medical Device Software i- Software Life Cycle Processes

“Medical Electrical Equipment - Part 1-6: General Requirements

for Basic Safety and, -Basic Operational Quality m-
Supplementary Standard: Ease of Use”

Description

Dental-handpieces and micromotors

-2016 Dentistry' - integrated equipment

Medical electrical equipment - Part/L
Basic safety requirements
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Y'Y 0505-2012

GB/T 14710-2009

YY/T 0628-2008

GB/T4205-2010

GB5023.1-2008

Medical electrical equipment - Part 1-2:

Basic safety requirements and basic functional
cliaracteristics - Electromagnetic compatibility’
deadline - requirements and tests

Basic requirements and test methods for‘medical
electrical equipment

Dentistty' Device - Symbols Used for. Labeling
Basic application and job seciuity’

Basic wiring requirements
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scheme of model 400EM

nex 1. Installation

An

© ©

Foot control

25.12.2019
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Attention: for installation of the motor use the above scheme. The power should-be
connected as a last step.

According to the scheme the air valve need to be connected with T-valve for
connection of water, air and spray.

Note: foot control is not a part of dig product, foot control is a basic component for

any dental unit. Please consult with supplier of dental units regarding the presence of
the foot control.

Annex 2. Scherre of installation‘of the panel fastener

Screws
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Annex 3. EMC, radio frequencies requirements

Manufacturer's lecoiniiiendations and statement - electromagnetic radiation
The motor is intended for use in an electromagnetic environment as defined below.

Customer or user <
Exhaust
emissions test

RF emission
CISPR 11

RF emission
CISPR 11
emission,
created
harmonic
currents

IEC 61000-3-2
Voltage
fluctuaticm/
power  flickers
IEC 61000-3-3

by

Compliance

Group 1

Class B

No
input

electric

No electric

input

network

Electromagnetic environment - recommendations

The motor uses radio-frequency energy only “for its internal
functions. Therefore, its RF emissions are yery low and cannot
cause any interference to nearby electronic equipment

Tlie motor is suitable for use in all institutions, including living

premises and rooms directly connected'to a public low voltage
power network that supplies buildings used for household

purposes.

network

Manufacturer’s recommendations and statement - susceptiveness
Tlie motor is intended<for use in an electromagnetic environment as defined below.
Customer or user of the:motor must ensure its use in such environment

Immunity test

Electrostatic

discharge (ESD)

IEC 61000-4-2
Electric surges

IEC 610004-4

Surge
IEC 61000-4-5

Voltage dips, short
interruptions  and
changes in supply
voltage on the
input” power lines

|EC 61000-4-11

IEC 60601
test level
+ 6 kV contact
+ 8KV air

+ 2 kV for power
supply lines

+ 1 kv for
input/output lines

+ 1kV line to line
+

2KkV line to line
<5 % Ut
(>95 % dip in Ur)
for 0.5 cycle
40 »0 LIT
(60 % dip in UT)
for 5 cycles
70 % uT

(30 % dip in UT)
for 25 cycles

Compliance
degree

+ 6 kV contact
+ 8kV air

No electric network
input

+ 1 kv =for
input/output lines

No elech ic network
input

No electric network
input

Electromagnetic environment
recommendations

Floor, must be made of wood, concrete or
ceramic tiles. If the floor is covered with
synthetic material, the relative humidity.
should be at least 30“o.

The quality of the electric power network
should be typical for a commercial or hospital
environment.

The quality of the electric power/network
should be typical for a commercial or-hospital
environment.

Tlie quality of the electric power network
should be typical for a commercial or hospital
environment.

If the OSSEOSTAP user requires continuous
operation, it is recommended to power
OSSEOSTAP from an uninterruptible power
supply or battery.
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Voltage frequency

(50/60

Hz)

of the magnetic

field

IEC 61000-4-8

Note U!- AC mains voltage before applying the test level.

<5 »0 uT

(>95 % dip in UT)

for 5 sec

3 A/m 30A/11M

The frequency of the magnetic (field network
should be at tlie level, characteristic of typical
typical commercial or hospital environment

Manufacturer’s recommendations and statement - susceptiveness
The motor is intended for use in an ele¢tromagnetic environment as defined below.
Customer or user of the motor must ensure its use in such environment

Immunitv test

Conducted
RF/noise

IEC 61000-4-6
Radiated

IEC 61000-4-3

RF

IEC 60601 level' Compliance

tested degree
3 V™ 3V
150 “kFlz to 80

MHz

3 Vim 3V/m
80 )MHz to 25

GHz

Electromagnetic environment
recommendations

Portable and _mobile radio  frequency
communications ‘equipment should not be used
near parts of the motor, including cables. The
recommended ~distance is calculated hy the
equation applicable to the transmitter frequency.

Recommended distance
d=12vP

d = _12VP 80 MHz to 800 MHz

d=2.3VP 800 MHz to 2.5GHz

where'p is the maximum rated output power of
the-transmitter in watts (W) according to the
transmitter manufacturei' and d is the
recommended distance in meters (m).

Tlie field strength from fixed radio frequency
transmitters, as detemiined hy the investigation
of the electromagnetic environment (a) at the
site, should he less than the compliance level in
each frequency range, (h)

Interference may he present near eguipment,
marked  with  the  following _“symbol:

Note'l .At80 MHz and 800 MFlz, a higher frequency range is applied.

Note2  These recommendations may not apply.in all situations. Absorption and reflection, from structures,

objects and people influence the electromagnetic' waves propagation
The strengtli of the fixed transmitters field,stich as base stations for radio (cellular / wirelgss) telephones
and terrestrial mobile radio stations, amateur radio stations. AM and FM radio and television, can not be
predicted theoretically accurately. To‘assess the electromagnetic environment based’ on fixed radio
frequency transmitters, surveys of the“glecfromagnetic situation on the site should be’performed. If the
measured field strength in the place, where the motor is used, exceeds the acceptable compliance level for
RF Motor, which must be observed-to_verify nonnal operation. If faults are detected, additional measures
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such as reorienting or moving the motor are required
* Field strength should be less than 3 VV/m in the frequency range from 150 kHz to 80 MHz.

Annex4 . The procedure for installing and checking the operation, of the
product.

Step 1 Open the control panel.of the dental unit and locate it-at appropriate
place.

Step 2: Replace the standard hose for tool with the one for micromotor.
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Step 3: Connect the water and air hoses of the micromotor /to, the
corresponding hoses in the dental unit control panel using the air and water
supply valve.

Important: The air and watersupply valve is supplied separately of
the micromotor.

Valve

Step 4: Connect the connector to the hose of micromotor on control board.
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Step 5: Connect the control board to the power supply-24 V.

Step 6: Drill a small hole to attach a remote control panel. Once you-have
been attached the special panel mount-to install the control panel on-it and
connectit to the control board.
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Step 7: Locate the micromotor in the tool holder of dental unit.
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Step 8; Turn'on the power of the dental wnit and pull the micromotor Olngf
the holder. The micromotor is ready for
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Step 9: Check the functions of the micromotor by pressing the pedal-of the
dental unit. When you press the pedal, the backlight of the micromotor
should turn on and it should start rotating. Check the speed control’and the
reverse function using controllers that are fixed at the control panel. If any
of the functions do not work, turn off the power of the unit and check
correct connection of all wirés, If everything is installed cerrectly and
some functions or micromoter, doesn’t work, please contact the authorized
representative of the manufacturer for warranty replacement of the
equipment.
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CONTACT DETAILS

Manufacturer of the device:
Guangdong Harmonic Medical Company Ltd

Legal address: The Third Floor A,/Building Nan, No. 9 of North Park East Road, Shishan Town,
Nanliai District, Foshan City, Guangdong, China, 528225

Production address: The Third<Floor A, Building Nan, No. 9 of Nortli Park East Road, Shishan
Town, Nanhai District, Foshan City, Guangdong, China, 528225

Phone: +86 757 85853030 Fax: +86 757 85853030

Authorized representative in the territory of the Russian Federation:
Novgodent LLC

Legal address: 355003, Stavropol, Mir St, 367/21:

Tel./fax: +7(8652) 525-888

E-mail: www.novgodent.ru
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Guangdong Harmonic Medical Co., Ltd.
Dental Brushless Electric Motor

Operation Manual

MERCURY STAR 600EM

Authorized representative on the territory of the Russian Federation -
Novgodent LLC

355000, Stavropol, Mira str., 367/21;. +7(8652)525-888
WWWw.novgodent.ru
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1 User instructions

1.1 User guide

Read the operation manual carefully prior to the first operation to avoid‘misuse and
prevent from damage.

1.2 Target group

This unit is for dentists and dental(qualified staff.
1.3 Symbol descriptions

The following symbols may appear in this manual, on the marking label, or on its
accessories. Some of the symbols represent standards and compliances associated
with the unit and its use.

NN 012

SN

CE Mark: conforms to essential requirements of the Medical
Device Directive 93/42/EEC.

Date of manufacture.

Manufacturer
Only_forindoor use
AC

Specifies serial number
Notes

Type B applied part

DISPOSAL: Do not dispose this—product as unsorted
municipal waste. Collection of such, waste separately for
special treatment is necessary.

Refer to instruction manual / booklet

1.4 Classification

1:4.1 Class Il equipment;

1:4.2 Type B applied part.

15. Purpose of the medical unit
The unit is intended to supply=driving power to the dental handpiece for dental
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treatment and operations in hospitals and dental clinics.

16. Operating conditions

It is used in medical institutions.

17. Field of use

Dentistry.

18 Potential user

This unit may only be used by dentists and qualified dental personnel-familiar with
the operation manual.

109. Indications

The unit is used to supply the driving power to the dental handpiece:

1.10.  Contraindications

None.

111.  Side effects

Not identified.

1.12.  Risks of medical/device application

During steps of risk analysis, it was concluded that this/issa-low-risk product and that
any existing risks_were eliminated through safety. testing, proper selection of
materials, and instructions for use. It was confmned by several years of market
experience with{minimal complaints and no serious injuries. In addition, medical
studies performed that during usage of the device-did not detect serious injuries and
showed a high/level of success. Therefore, the praduct is safe.

2. Safety notes &Warnings

2.1 General information

The usersmust ensure that the unit works-properly and is in satisfactory cendition
before_each use or operation.

Thissunit is designed for use in dentistry only and may only be used-by trained
medical personnel. Any other type of use’is not permitted.

2.2 Purpose-Proper use

“Proper use” includes following /all-the instructions for use and ensuring that all
inspections and service tasks are performed.

2.2.1 Installation, expansions, adjustments, changes or repairs may.only be carried out
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by trained technicians. Before installation ensure that medical technician or
distributor who offers the unit is qualified and authorized. In the case when all
previously described actions were carried out by technician without a license and
proper authorization, the manufacturer disclaims all the warranties.

2.2.2 When operating the unit, be ysure’ to observe the instructions provided in the
manual.

2.2.3 The unit must be cleaned and serviced according to instmctions,

2.3 Warnings

2.3.1 Do not dispose of electrical appliances as unsorted municipal waste, use
separate collection facilities. Contact your local government for infermation regarding
the collection systems available. If electrical appliances were disposed in landfills or
with domestic wastes, there-is a risk that hazardous substances can leak into the
groundwater and get into/the food chain, damaging your health-and well-being.

2.3.2 The device is not\suitable for use in the presence-of flammable anesthetic
mixtures with air or with/oxygen or nitrous oxide.

2.3.3 The user is prohibited to remove dental handpiece awhile motor is rotating.

2.3.4 It is prohibited_tor lubricate the micromotor withtqil, avoid oil to enter inside of
micromotor.

2.3.5 It is prohibited to disinfect micromotor by chemical disinfection.

3. Appearance

3 E

Fig.2 Micro-motor

Operation panel Il l\nV

Fig 1 Front view of Control unit= Fig.3 Micromotor tubing
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Fig.4 Rear view of control unit

4. Technical Specifications

SYSEEM il T Vector control system
B I - SRS Brushless motor
ReVOoIUtIONS ... it 2,000 - 40,000-rpm
B0 ] €0 [T AU URRRRN 3,4Ncm

Power Input of adaptor:........cccccceevevvennene AC 230V, 50Hz/60Hz
Dimension of MOt v (p22><L71mm
Weight of motor:.. i 679

N OISE: et BTttt <60dB

Lamp e L LED (white light)
Number of phases:—.......cccoeevriieneicncenn 3

Power:---sesr oo e 60 W.

Altitude aXisS:....ccooeieriiriieee e 46:3 mm

AXIS TP ek Asynchronous
Dimension of PCB: L140 x W123 x H55nim
Total net weight: ... S e 950.00 g
Micromotor tubing

Lsength Up to 1000 mm
Weight 2009

Adaptor

Length 180x220 mm
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Weight 2009

Seal cap
Dimensions 100x180 mm
Weight 3009

5. Installation

5.1 Conditions of transportation, storage and operation

Working environment temperature:.=............ 40°C ~ +70°C
Relative humiditv’: ..........ccccooo it e 10% ~ 100%
Atinosphere pressure: ... foienenneenn 50Kpa ~ 106Kpa

5.2 Installation ways:

Step 1 Place Control unit on/the top of Instrument tray of dental imit directly, and
then connect 4 holes handpiece tube of dental unit to handpiece tube coimector of
Control unit.

Step 2: Connect Micromotor to micromotor tube with{Control unit and placing
Micromotor to handpiece holder of dental unit.

Step 3: Plug the adaptor to Control unit and connect to power.

Step 4: Power on“the Control unit, taking out micremotor from holder, you can
operate micromotar through Foot controller of dental unit. The operations ways are
same as air motor.

Note: Foot controller is not included in complete set. Foot controller is a basic item
for any dental unit. To ensure the availability“ef/ Foot controller consult the dental
units’ manufaeturer.
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6. Operation instructions
Marks and function of each button on the operation panel:

Fig.5 Operation panel
6.1 Press air pedal of‘Foot controller of Dental Unit, miero-motor starts and light
indicator of motor(lights on; Press water pedal of foot/'control of Dental Unit, the
water supply to micromotor starts.
6.2 2 Press button Speed minus or Speed plus, speed down or up.
6.3 Press button-REV/FWD to convert motor retation direction. Indicator of R/F
lights green when micromotor rotates forward; lights red when reverse.
Warning: Never attempt to convert micromator,rotation direction when micromotor
is running:
6.4 There-are 3 display models of rotation_ratio, 1:5, 1.1 & 16:1. To switch=rotation
ratio, you need to press button Speed-.ratio to eorresponding display-model,
eorresponding Speed ratio indicator will light.

Rotation ratio Speed range (rpm)
16:1 125-2,500
11 2,000-40,000

15 10,000-200,000
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7. Maintenance

7.1 Maintenance and repair may only be carried out by qualified andj-trained
personnel.

7.2 Daily maintenance includes the micromotor cleaning witii disinfecting alcohol-
containing solution at the end of the‘working day, aqueous solution with-up to 2,5%
alcohol. Use seal caps at the front and back parts of micromotor before“cleaning (as
on the figure below).

Warning: Do not use perhydrol-er similar disinfecting solution for.cleaning. Do not
oil or lubricate motor, it may cause motor failure and _invalidate warranty
replacement.

7.3 It is recommended to replace removable rubbers and ring gaskets after long-time
use.

Warning; Do not sterilize-motor by autoclaving as it has-negative impact on the
motor lifetime and damage motor wiring.

Fig.6 Points of seal caps

8. Marking
isfiif»!

M t'U; Vv
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9. Materials in contact with human body

There is no direct contact with human body.

10. List of animal or human materials

There are no animal or human materials inf the unit.

11. Data on drugs and pharmaceutical substances in the medical unit
There are no drugs and phannaceutieal substances in the unit.

12. Complete set

The delivery' set includes:

Y EToT C0Y 1110 ] (o] S ST 1

Control unit:

Power Adaptor:

Seal cap:
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User’s manual:-

13. Sterilization and disinfection

The unit is non-sterile and does not require disinfeetion before use.

14. Service life

Service life for this product is 10 years.

15. Warranty
Manufacturer warrants its produets to be in conformance witli its.own plans and
specifications under normal use, transportation and storage.

16. Disposal and destruction procedure
The medical unit must be disposed in accordance with the reguirements of the current
legislation (including Sanitary-epidemiological requirements 2.1.7.2790-10).

17. Packing

Each component is-individually packed in plastic bag.and placed in cardboard box.
Internal polyurethane inserts in transport package) provides additional strength,
prevents defonnation and displacement while transportation.
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18. | ur

EN ISO 13485; 2012

EN ISO 14971:2012

(iocumcnts / standards

Medical Devices - Quality Management Systems“-_Regulatory
Purpose Reguirements

Medical Devices I-Applying Risk Management to Medical
Devices

EN 1041: 2008 4 Infonnation provided by the manufacturer of medical devices

Al:2013

EN ISO 15223-1; Medical devices - Symbols to be used on die’labels of medical

2012

EN 980: 2008

EN 60601-1: 2006 4
Al: 2013

EN 60601-1-2: 2007

devices;” labeling, and information that ,must be provided a-
Part L. General requirements

Designations for use in die labeling of medical devices

Medical Electrical Equipment - Part 1:«General Requirements for
Basic Safety and Basic Performance

"Medical electrical equipment -Part-1-2: General requirements
for basic safety and essential operational quality m- Collateral
Standard: Electromagnetic Compatibility i- requirements and
tests"

EN 62304: 2006. 4 Medical Device Software i- Software Life Cycle Processes

Al; 2015

EN 60601-1-6:. .2010 “Medical Electrical Equipment - Part 1-6: General Requirements

4A1:2015

Naltonait

No . ““The code

1 YY 0836-201

for Basic Safety and'.Basic Operational Quality m-
Supplementarv' Standard: Ease of Use”

Description

1 Dental handpieces and micromotors

2 YY/T 1043 .1-2016 Dentistry - integrated equipment

3 GB 9706.1 -2007

Medical electrical equipment - Part T
Basic safety requirements
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YY 0505-2012

GB/T 14710-2009

YY/T 0628-2008

GB/T4205-2010

GB5023.1-2008

Medical electrical equipment - Part 1-2:

Basic safety requirements and basic functional
cliaracteristics - Electromagnetic compatibility
deadline - requirements and tests

Basic requirements and test methods, for-medical
electrical equipment

Dentistiy Device - Symbols Used for, Labeling

Basic application and job security:

Basic wiring requirements
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Annex 1. EMC, radio frequencies requirements

Manufacturer's recoiranendations and statement - electromagnetic radiation
The motor is intended for use in an electromagnetic environment as defined below.
Customer or user of the motor must ensure its use in such environment

Exhaust
enissions test

RF emission
CISPR 11

RF emission
CISPR 11
emission,
created
harmonic
currents
IEC 61000-3-2
Voltage
fluctuation/
power  flickers
IEC 61000-3-3

by

Compliance

Group 1

Class B

No
input

electric

No
input

electric

network

Electromagnetic environment - recommendations

Tlie motor uses radio-frequency energy only for its internal
functions. Therefore, its RF emissions are very low' and cannot
cause any interference to nearby electronicequipment

file motor is suitable for use in all institutions, including living

premises and rooms directly connected to a public low voltage
power network that supplies buildings used for household

purposes.

network

Manufacturer's recommendations and statement - susceptiveness
The motor is intended foriuse in an electromagnetic environment as defined below.
Customer or user of the motor must ensure its use in such environment

Immunity test

Electrostatic

discharge  (ESD)

IEC 61000-4-2
Electric surges

IEC 610004-4

Surge
IEC 61000-4-5

Voltage dips, short
interruptions and
changes in supply
voltage on the
input power lines

IEC 61000-4-11

IEC
test level

60601

+ 6 kV contact
+ 8KV air

+ 2 kV for power
supply lines

+ 1 kv for
inpufroutput lines

+ 1kV line to line
+ 2KV line to line

<5 00 Uj
(>95 °odip in Ut)
for 0.5 cycle

40 % LIT
(60 % dip in TIT)
for 5 cycles

70 % uT

(30 % dip in UT)
for 25 cycles

Compliance
degree

+ 6 kV contact
+ 8kV air

No electric network
input

+ 1 kV.for
input/outputdines

No electri¢ network
input

No electric network
input

Electromagnetic environment
recommendations

Floor must be made of wood, concrete or
ceramic tiles. If the floor is covered with
synthetic material, the relative humidify
should be at least 30° a

file quality of the electric power network
should be typical for a commercial or hospital
environment.

The quality of the electric power..network
should be typical for a commercial‘or-hospital
environment.

The quality of the electric power network
should be typical for a commercial or hospital
environment.

If the OSSEOST.VP user requires continuous
operation, it is recommended to power
OSSEOSTAP from an unintenuptible power
supply or battery.
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<5 % uT
(>95 "odip in UT)

for 5 sec
Voltage frequency 3.Am 30 Am The frequency of the magnetic /field network
(50/60 Hz) should be at the level, characteristic of ixpical
of the magnetic typical commercial or hospital-environment
field
IEC 61000-4-8

Note Ut - AC mains voltage before applying the test level.

Manulacluter'8 recommendations and-statement - susceptiveness
The motor is intended for use in an electromagnetic environment as defined below.
Customer or user of the motor must ensure its use in such environment

liraniinitv test IEC 60601 level Compliance Electromagnetic environment
tested degree recommendations

Portable and mobile radio frequency
communications/equipment should not be used
near parts of the motor, including cables. Hie
recommended,_distance is calculated by the
equation applicable'to the transmitter frequency.
Recommended distance

Conducted 3V d= 1.2WP

RF/noise 150-'\kHz to 80

IEC 61000-4-6 MHz

Radiated RF 3 V/im 3 Win 1.2VP 80 MHz to 800 MHz

IEC 61000-4-3 80, MHz to 25

GHz d=2.3VP 800 MHz to 2.5GHz

where p is the maximum rated output power of
the-transmitter in watts (W) according to tlie
transmitter manufacturer and d is the
recommended distance in meters (ni).

Hie field strength from fixed radio fi-equency
transmitters, as determined by the investigation
of the electromagnetic environment (a) ‘at-the
site, should be less than the compliance level in
each frequency range, (b)

Interference may be present near “‘equipment,
marked  with  the  following “._symbol;

Note'l At 80 MHz and 800 MHz, a higher frequency range is applied.

Note'2  These recommendations may not apply)in all situations. Absorption and reflection from stnictures.

objects and people influence the electromagnetic.waves propagation
The strength of the fixed transmitters field, such as base stations for radio (cellular ' wireless) telephones
and terrestrial mobile radio stations, amateur radio stations, AM and FM radio and television, can not be
predicted theoretically accurately. To assess the electromagnetic environment based on fixed radio
frequency transmitters, surveys of the electromagnetic situation on the site should/be perfonned. If the
measured field strength in the place, ‘wliere the motor is used, exceeds the acceptable,compliance level for
RF Motor, which must be observed: to)verify normal operation. If faults are detected, additional measures
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such as reorienting or moving tiie motor are required
Field strength should be less than 3 VV/m in the frequency range from 150 kHz to 80 MHz.

Annex 2. The procedure for installing and checking the

operation of the product.

Step 1: Unpack all components of the micromotor.

Step 2; Connect the power supply cable/and micromotor cable to the

micromotor=unit.
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Micromotor cable

Power supply cable

LT

Step 3: Pull the tool-hose that is already installed-in the dental unit out of
the micromotor hose socket where you want to locate the micromotor hose.
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Step 4: Connect this tool hose to the connector on the micromotor unit.

Caonnector for tool hose

Step 5: Place the micromotor cable with the/micromotor in the tool holder
of which you-pulled the tool hose out. Connect the power adapter to the
network 220'V.









Step 8: Turn on the power of the dental unit and pull the micromotor,out of
the holder.
The micromotor is ready for use.

Step 9: Check the functions of the micromotor by pressing the pedal of.the
dental unit. When you press the pedal;. the backlight of the micremotor
shouldturn on and it should start rotating. Check the speed control :and the
reverse-function using controllers that are fixed at the control panel-I1f any
of the functions do not work, tarn off the power of the unit and check
carrect connection of all wires.-If everything is installed correctly and
same functions or micromotor doesn’t work, please contact thesauthorized
representative of the manufacturer for warranty replacement of the
equipment.
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CONTACT DETAILS

Manufacturer of-the device:
Guangdong Harmonic Medical Company Ltd

Legal address:“Fhe Third Floor A, Building Nan, No. 9)of North Park East Road, Shishan Town,
Nanhai District, Foshan City, Guangdong, China, 528225

Production ‘address: The Third Floor A, Building=Nan, No. 9 ot Nortlr Park East Road, Shishan
Town, Nanhai District, Foshan City, Guangdong, China, 528225

Phone:+86 757 85853030 Fax: +86 757 85853030

Authorized representative in the territory of the Russian Federation:
Nevgodent LLC

Legal address: 355003, Stavropol, Mir St., 367/21;

Tel./fax; +7(8652) 525-888

E-mail: www.novgodent.ru
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1 User instructions

1.1 User guide

Read the operation manual carefully pnar to the first operation to avoid misuse and
prevent from damage.

1.2 Target group

This unit is for dentists and dental qualified staff.

1.3 Symbol descriptions

The following symbols may appear in this manual, on the marking label, or on its
accessories. Some of the symbols represent standards and compliances associated

with the unit and its use.
o3 CE Mark: confonns to essential requirements of the Medical
C € Device Directive)93/42/EEC.

Date of manufacture

m | Manufacturer
IPXO General purpose equipment
IPXI Splash protection type of the equipment
Only for-mdoor use
AC
SN Specifies serial number

A Notes

Type B applied part

DISPOSAL: Do not dispose this product‘as imsorted
municipal waste. Collection of such waste separately for
special treatment is necessary.

Refer to the manual / booklet.

1.4. Classification

1.4:1Class 11 equipment;

1.4:2 Type B applied part.

1.5. Purpose of the medical unit

The unit is intended to supply driving power to the dental handpiece for dental
treatment and operations in hospitals and dental clinics.
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1.6. operating conditions

It is used in medical institutions.

17. Field of use

Dentistry.

18. Potential user

This unit may only be used by dentists and qualified dental personnel familiar with
the operation manual.

19 Indications

The unit is used to supply the driving power to the dental handpiecet

1.10.  Contraindications

None.

111.  Side effects

Not identified.

1.12.  Risks of medical-device application

During steps of risk analysis, it was concluded that this istafow-risk product and that
any existing risks_were eliminated through safety testing, proper selection of
materials, and instruetions for use. It was confmned ‘by several years of market
experience with minimal complaints and no serious injuries. In addition, medical
studies performed-that during usage of the device did’not detect serious injuries and
showed a high level of success. Therefore, the produet is safe.

2. Safety notes & Warnings

2.1 General-information

The user must ensure that the unit works properly and is in satisfactory condition
before each-use or operation.

This unit)is designed for use in dentistry only and may only be used by trained
medical-personnel. Any other type of use_is not pennitted.

2.2 Rurpose-Proper use

“Praper use” includes following all sthe instructions for use and ensuring that all
inspections and service tasks are perfonned.

2.2.1 Installation, expansions, adjustments, changes or repairs may only'be earned out
by trained technicians. Before! installation ensure tliat medical~ technician or
distributor who offers the unitis. qualified and authorized. In the case when all
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previously described actions were carried out by technician without a license, and
proper authorization, the manufacturer disclauns all the warranties.

2.2.2 Wlien operating the unit, be sure to observe the instructions provided'in the
manual.

2.2.3 The unit must be cleaned and serviced according to instructions.

2.3 Warnings

2.3.1 Do not dispose of electrical) appliances as unsorted municipal waste, use
separate collection facilities. Contact your local government for information regarding
the collection systems available.=If electrical appliances were disposed in landfills or
with domestic wastes, there -is=a risk that hazardous substances:;can leak into the
groundwater and get into the food chain, damaging your health and well-being.

2.3.2 The device is not suitable for use in the presence of flammable anesthetic
mixtures with air or with ©xygen or nitrous oxide.

2.3.3 The user is prohibited to remove dental handpiece while motor is rotating.

2.3.4 1t is prohibited to-lubricate the micromotor with oil;7avoid oil to enter inside of
micromotor.

2.3.5 It is prohibited-to disinfect micromotor by chemical disinfection.
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4. Technical specifications

SYSEEM et Vector control system
T Y P e e Brashless motor
Rotation speed:........cccoceevvivvivveinenns 2,000 - 40,000 rpni
TOrqUE: .o 3.4 Nem

Input power: AC 230V, 50/60 Hz
Motor dimensions:.......ccceveevevmiian e (p22xL71mm
Motor weight:......ccooooveinee S, 67 gr

NOISE: . i St <C60 dB

Light SOUICe:...ccoveeerieer i LED (white light)
Number of phases:........ivi e, 3

POWer . i i e 60 W

Rotation axis height oo 46.3 mm

AXIS TYPE: i Asynchronous
Operation unit Size:........c.ccceenee.. L150.00 x WHO.00 x H60.00 mm
Total net weight:.......ccooveevveciiecnenn, 1250.00 gr.
Micromotorgtubing

Length Up:to’ 1000 mm
Weight 2009

Adaptor

Length 180%220 mm
Weight 2009

Seal'cap

Dimensions 100x180 mm
Weight 300

5 Installation
5.1 Conditions of transportation, ‘storage and operation
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Working environment temperature;.............. 40°C ~ +70°C

Relative humidity:.....c..ccooovivciencieen, 10% ~ 100%

AtMOSphere Pressure:......eeeeeervenen, 50Kpa ~ 106Kpa

5.2 Installation ways:

Step 1 Place Control unit on the top=of Instrument tray of dental imit.directly, and
then connect 4 holes handpiece tubesof dental unit to handpiece tube coimector of
Control unit.

Step 2: Connect Micromotor to~micromotor tube with Control @nit and placing
Micromotor to handpiece holder-of dental unit.

Step 3: Plug tire adaptor to Control unit and connect to power.

Step 4: Power on the Contrel unit, taking out micromotor from holder, you can
operate micromotor through Foot controller of dental unit. The operations ways are
same as air motor.

Note: Foot controller issnot included in complete set. Foot=controller is a basic item
for any dental unit. Toensure the availability of Foot controller consult the dental
units” manufacturer.
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6. Operation Manual
Marking ad functions of each button on'the working panel:

6.1 Press air pedal of Foot controller of Dental Unit, micro-motor starts and light
indicator of motor lights on; Press water pedal of-foot control of Dental Unit, the
water supply-to,micromotor starts.

6.2 2 Press-button Speed minus or Speed plus, speed down or up.

6.3 Press button REV/FWD to convert motor rotation direction. Indicator of*R/F
lights green when micromotor rotates forward; lights red when reverse.

Warning: Never attempt to convert micromotor rotation direction when miéromotor
iS running.

6.4 There are 3 display models of rotation ratio, 1:5, 1:1 & 16:1. To switch rotation
ratio, you need to press button Speed ratio to corresponding display model,
corresponding Speed ratio indicator will light.

Ratio Speed range (rpm)
16:1 125-2,500
11 2,000-°0,000

1:5 10,000-200,000
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7. Maintenance, repair, cleaning

7.1 Maintenance and repair may only be carried out by qualified and trained
personnel.

7.2 Daily maintenance includes)the micromotor cleaning with disinfecting
alcohol-containing solution at the/end of the working day, aqueous_solution with
up to 2,5% alcohol. Use seal caps.at the front and back parts of micromotor before
cleaning (as on the figure below):

Warning: Do not use peihydrol, or similar disinfecting solutien for cleaning. Do
not oil or lubricate motor, «4t-may cause motor failure and sinvalidate warranty
replacement.

7.3 It is recommended to’replace removable rubbers and ring gaskets after long-
time use.

Warning: Do not sterilize motor by autoclaving as it has negative impact on the
motor lifetime and damage motor wiring.

Seal cap Seal cap

Figure 5. Seal cap fastening points
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8. Marking

HanmionkMp('k.UMa_\-n

10MWArMNOr| Y«4:KMN (MKLptouHbIA TPKTPULPIMUN |
Mbs- M Sirti [OOM
u,

9. Materials in contact with hurman body
There is no direct contact with human body.
10. List of animal or human materials

The device does not contain materials of animal and (or) human ongin.

11. Data on the medicinal products and pharmaceutical substances contained in the
medical device

The device does not-contain medicinal products and phannaceutical substances.
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13 Sterilization, disinfection
The unit is non-sterile and does not require disinfection before use.

14. Service life

The service life of the product is 10 years.

15. Warranty

The manufacturer guarantees the confonnity of the product to the declared
characteristics, provided that the (requirements of operation, transportation and

storage are observed.

16. Disposal and destruction.procedure
The medical device must be.disposed of in accordance with the requirements of
the current legislation (including SanPiN 2.1.7.2790-10).

17. Packaging

Each component is individually packed in plastic bag andyplaced in cardboard
box. Internal polyurethane inserts m transport package provides additional
strength, prevents deformation and displacement whilectransportation.

18. List of international regulatory docurments/ standards

EN ISO 13485; 2012
ENISO 14971;.2012

EN 1041;2008+A1,
2013

EN ISO 15223-
1;,2012

EN 980;2008

EN 60601-
1;2006+A1;2013
EN'60601-1-2;2007

EN
62304;2006+Al;2015
EN 60601-1-
6;2010+A1;2015

Medical Devices - Quality’) Management Systems -
Requirements For Regulatory.Purposes

Medical Products - Application Of Risk Management To
Medical Devices

Information Provided By The Manufactiuer Of Medical

Devices

Medical Products - Symbols To Be Used With Medical Device
Labels, Labelling And.Infonnation To Be Supplied - Part.1;
General requirements

Symbols For Use In“The Labeling Of Medical Devices

Medical Electrical Equipment - Part 1; General Requirements
For Basic SafeW And Essential Perfonnance.

Medical Electrical"Equipment - Part 1-2; General Requirements
For Basic Safety And Essential Performance -“Collateral
standard; Electromagnetic compatibility - Requirements and
tests

Medical device software. Software life-cycle processes

Medical Electrical Equipment - Part 1-6; General requirements
for basic safety and essential perfonnance. Collateral standard;
Usability
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Annex 1. EMC, radio frequencies requirements.

Manufacturer's recommendations and statement - electromagnetic radiation
Tlie motor is intended for use in an electromagnetic environment as defined below.

Customer or user of the motor must ensure its use in such environment

Exhaust emissions
test

RF emission
CISPR 11

RF emission
CISPR 11

emission, created by
harmonic currents
IEC 61000-3-2

Voltage fluctuation/
power flickers
IEC 61000-3-3

Manufacturer's recommendations-and statement - susceptiveness

Compliance

Group 1

Class B

No
input

electric

No
input

electric

network

Electromagnetic environment - recommendations

Tlie motor uses radio-frequency energy only=for its intenial
functions. Therefore, its RF emissions are yery low and cannot
cause any interference to nearby electronic_equipment

Tire motor is suitable for use in all institutions, including living

premises and rooms directly connected to’a public low voltage

power network that supplies buildings used for household

purposes.

network

Tire motor is intended for use in an electromagnetic environment as defined below:

Customer or user of the motor must ensure its use in such environment

Immunity test
Electrostatic ~ discharge
(ESD)

IEC 61000-4-2

Electric surges
IEC 610004-4

Surge

IEC 61000-4-5

Voltage  dips,, short
interruptions and
changes in supply
voltage ,on the input
power lines

IEC 61000-4-11

IEC
test level

60601

+ 6 kV contact
+ 8 kV air

+ 2 kV for power
supply lines
+ 1 kv for

input/output lines

+ 1kV line to line
+ 2kV line to line

<5 % Uj
(>95 “odip in t/7)
for 0.5 cycle

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

70 % uT

(30 "o dip in UT)
for 25 cycles

<5 % UT
(>95 % dip in UT)
for 5 sec

Compliance
degree

+ 6 kV contact
+ 8kV air

No electric network
input

+ 1 kv for
input/output lines

No electric network
input

No,electric network
input

Electromagnetic envirorunent
recommendations

Floor ‘must he made of wood, concrete or
ceramic tiles. If the floor is covered with
synthetic material, the relative humidity
should be at least 30° h

The quality of the electric power network
should be typical for a commercial or hospital
environment.

The quality of the electric power network
should be typical for a commercial or hospital
environment.

Tlie quality' of the electric power- network
should he typical for a commercial or hospital
environment.

If the OSSEOST.VP user requires_continuous
operation, it is recommended to power
OSSEOST.A.P from an unintemiptible power
supply or battery.
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Voltage frequency 3 Ain 30 Am The frequency of the magnetic field network

(50/60 Hz) should be at the level, characteristic.ofitypical
of the magnetic field typical commercial or hospital envirenment
IEC 61000-4-8

Note  Ur- AC mains voltage before applying the test level.

Manufacturer's recominendations and statement.- susceptiveness
The motor is intended for use in an electromagnetic environment as defined below.
Customer or user of the motor must ensure its use-in-such environment

: IEC 60601 level “€ompliance Electromagnetic environment
Immunity test tested degree recommendations
Portable and mobile.) radio  frequency
communications equipment should not be used
near parts of the motor;-including cables. The
recommended distance is calculated by the
equation applicable to the tiansmitter frequency.
Recommended distance
Conducted RF/noise 3 v 3V d=12wp
IEC 61000-4-6 150 kHz'to 80
MHz
Radiated RF 3 Vim 3v/m 1.2VP 80 MHz to 800 MHz
IEC 61000-4-3 80 MHz to 25
GHz d = 2.3VP-.800 MHz to 2.5GHz

where p-is.die maximum rated output power of
the transmitter in watts (W) according to the
transmitter manufacturer and d is the
recommended distance in meters (m).

Tlie-field strength from fixed radio frequency
transmitters, as detennined by the investigation
of the electromagnetic environment (a) at the
site, should be less than the compliance level in
each frequency range, (b)

Interference may be present near equipment,
marked  with  the  following  symbol:

Note 1 At80.MHz and 800 MHz, a higher frequency range is appli

Note 2 These recommendations may not apply in all situations. .At § nd reflection from sfructures: objects

and people’influence the electromagnetic waves propagation
The strength of the fixed transmitters field, such_as base stadoWfor radio (cellular wireless)-telephones
and terrestrial mobile radio stations, amateur-radio stations, AM and FM radio and television; can not be
predicted theoretically accurately. To assess)the electromagnetic environment based on” fixed radio
frequency transmitters, surveys of the electromagnetic situation on the site should be‘perlormed. It the
measured field strength in the place, wliere'the motor is used, exceeds the acceptable compliance level for
RF Motor, which must be observed to verify nonnal operation. If faults are detected; additional measures
such as reorienting or moving the motor are required
Field strength should be less than 3 V/m.in the frequency range from 150 kHz to 80 MHz.
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Appendix 2. The procedure'for installing and checking-the

operation of the product.

Step L Unpack all components of the micromotor.

Step 2: Connect the power supply cable /and micromotor cable to the
micromotor-unit.
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Micromofor cable

Power supply cable

Step 3: Pull the tool-hose that is already installed-in the dental unit out of
the micromotor hose'socket where you want to locate the micromotor hose.
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Step 4: Connect this tool hose to the connector on the micromotor unit.

Connector for tool hose

Step 5: Place the micromotor cable with the ‘micromotor in the tool holder
of which you pulled the tool hose out. Connect the power adapter to the
network 220-V.
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Step 8 Turn on the power of the dental unit and pull the micromotorout of
the holder.
The micromotor is ready for use.

Step 9: Check the functions of the micromotor by pressing the pedal ofthe
dental unit. When you press the pedal;. the backlight of the micromotor
should turn on and it should start rotating. Check the speed control ;and the
reverse function using controllers thatare fixed at the control panel.~If any
of the functions do not work, turn, off the power of the unit and check
correct connection of all wires..:if everything is installed correctly and
seme functions or micromotor doesn’t work, please contact the authorized
representative of the manufacturer for warranty replacement of the
equipment.
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CONTACT DETAILS

Manufacturer of the device:

Guangdong Harmonic' Medical Company Ltd

Legal address: The.Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town,
Nanhai District, Foshan City, Guangdong, China, 528225

Production address: The Third Floor A, Building Nan, No. 9 of Nortli Park East Road, Shishan
Town, NanhaiDistrict, Foshan City, Guangdong, China, 528225

Phone: +86:757 85853030 Fax: +86 757 85853030

Authorized representative in the territory;of the Russian Federation:
Novgoedent LLC

Legal address: 355003, Stavropol, Mir St., 367/21;

Tel./fax: +7(8652) 525-888

E=mail: www.novgodent.ru
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Mepesop C AHTMMNCKOTo M KNTalCKOro a3blKa Ha pyCCKVIﬁ A3bl K

Kntanckmn KomuteT no cogencTemio MexayHapogHoii toproesne (CCPIT)
KnTalickas nanata MeXAyHapogHOl TOProsaun

CEPTUNOUKAT

Ne191100B0/083031
HACTOAWWMM  CBUAETE/IbCTBYETCHA, uto nmeyaTs komnaHun TYAHOYH

FTAPMOHVK MEAVKAT ~KOMMNAHW  "TMNMUWTEL- (GUANGDONG HARMONIC
MEDICAL COMPANY LIMITED) Ha npunaraeMom JOKYMeHTe SAB/ISETCA MOA/IMHHOIA.

Kntalicknin KomumuTteT no cogeUcTBMIO MexayHapoaHoin Toproene (CCPIT)
(nognucs)
YNONHOMOYEHHbIV nognucaHT: Jltoii Linnmax

Moagnwnce:

[Jata: 26 Hosbpa 2019 .

TucHeHas neyaThb:

Kutaiickuii KomuTeT no cofeicTButo
MEXAYHapOoaHOIA Toprosne *

J19 YA0CTOBEPEHUSA TOProBbIX CAENOK

Beb-caint ana nposepku ceptudmkata: http://www.rzcepit.com/validate.html
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YTBERXAEHO:
3amecTuTenb AnpeKTopa
'yaHayH NapmoHuK Megnkan Komnpadun Jinmnteq,
(Guangdong Harmonic Medical Company Limited)
(nognucs) KnH BaH
15H046ps 2019 roga
MeyaThb:
N'YAHAYH TAPMOHUVK MEAVMKAJT KOMIMAHU TMMUNTEL (GUANGDONG
HARMONIC MEDICAL COMPANY LIMITED)

Guangdong-Harmonic Medical Co., Ltd.
YAHAYH ITAPMOHVK MEANKAJTLKOMIMAHN TTA

Aanaa e OMVEHTEL A FeVEOL I HOCe Ve Ve

CTOMATONOrMYeCKNn 6GEeCLLETOUYHbIA 3NEKTPUEECKN MoTOop, BapUaHTbl UCMOJHEHWS:

MERCURY STAR 200EM
MERCURY STAR 400EM
MERCURY STAR 600EM
MERCURY_STAR 800EM

Bepcusa No.: HO2
SKCK/IHOBVBHBIA NpeACcTaBUTe b Ha TepprTopun PP OO0 «HoBrogeHT

355003, CraBponosib, Y. Mupa, 367/2%;+7(8652) 525-883

www.nhovgodent.ru
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1 VIHCTpyKumn ons nosb3oBatens

11 PyKoBOACTBO NO/b30BaTeNs

Mepes MCMoNb30BaHWEM BHUMATE/bHO NpounTaiiTe JaHHOE PYKOBOACTBO, YTOObI M30exaTb HenpaBUNbLHOE MCMO/b30BaHUE U
ybepeyb U3fenne 1 Nonb30BaTeNs 0T NOBPEXAEHNIA.

1.2 LleneBoii nonb3oBatesb

[aHHoe n3aenve npegHasHayaeTcs [/19 CTOMATONOr0B U NepcoHana ¢ MeguUMHCKUM 06pa3oBaHueM.

1.3 Onu1caHve CMBO/IOB

CregytoLye CMMBO/IbI MOTYT BCTPeYaThCs B AaHHOM PYKOBOACTBE U Ha Nelibne u3nenvs unm Haero akceccyapax. Hekotopble

CMMBO/Ibl 0603Ha4al0T COOTBETCTBIE CTaHAAPTaM MPY 1CMO/b30BAHNN U3AENUS.

0123 LlaHHOe MeaunumMHcKoe n3genune cootseTcTByeT Aupekinee EC «o
C€ MeauunHcknx nsgenusax» 93/42/EEC..

[aTa npon3BoACTBa.

MpoussoguTtens
1H Ponseon

IPXO O6opyaoBaHue 061 ero HasHaueHns
IPXI Bpbi3rosalluiyeHHblil Bu 060py0BaHNS

Mcnonb3yeTcsa TOMILKO B NOMELLEHUN

MepeMeHHbIi TOK

SN CepuiiHblii Homep
A MpumeyvaHune
* Twun B pabouyas yacTb

MPABUNA YTUNIWN3ALUWNWN: HeyTunusnposaTb faHHOE U3genve, Kak
HEeOTCOPTUPOBaHHbIe GbITOBbIE(OTXOAbI. He06x0AMMO cobupaTh AaHHble 0TX0Abl
OTAEeNbHO OT OCTaslbHbIX COrMacHo cneunanbHbiM TpeboBaHUAM No yTuanusaunu.

Obpartntecb K pykoBoACTBY / Byknety

14 Knaccugukaums

1.4.1 O6opyaosaHue Knacca U

1.4.2 Pabouue vactn Tuna B.

15 HasHauyeHve MeaULMHCKOro 13genms

[na nogaun ABMXKYLUEA MOULHOCTU K HaKOHEYHWKY 6GopMallinHbl B CTOMAaTOMOMMYECKOW AWAFHOCTUKE, MPU SIeYEHUU U
onepawmsx B roCnUTansix U KANHUKaxX pOTOBOW NONOCTY.

16. YcnoBua NpuMeHeHNs

VIcnonb3yercs B MEAULMHCKUX YUPEXOEHUAX.

17. Ob6nacTb NpYMEHEHMS

Cromarorsnorus.

18 MoTeHUManbHbIA NONMb30BaTENb

W3penns moryT #cnonb3oBaTb TOMBKO CTOMATOMOFM) M KBAMM(ULMPOBAHHbIA CTOMATOfIOrMYECKNA NEepPCoHa!, W3y4YMBLLUIA
PYKOBOACTBA MO_UEM0Ib30BaHUIO.

19. NokasaHus

Wcnonb3yeTcs/ 4as nogayum ABMXKYLLEA MOLLHOCTU K HAKOHEUYHIKY 6OpPMALLIVHBI.

1.10. TpeTuBONoOKa3aHMs

OTCyTCTBYIOT.

111.  MobouHble AencTBus

He BbIBNEHI.

112, PUCKU NPUMEHEHNA MEAMLUHCKOro nsgenus



B MpOLEcce aHaim3a PUCKOB Bbl CLenaH BbIBOL, YTO 3TO M3AENMe C HU3KMM PUCKOM W YTO /H06ble CyLLeCTBOBABLUME PUCKU
OblIM  yCTpaHeHbl MOCPEACTBOM  MCMbITaHWA  6e30MacHOCTH, MpPaBWIbLHOMO Mofbopa MaTepuanos, W- MHCTPYKUMA no
MCMO/b30BaHNID. 3TO NOLTBEPXKAAETCA HECKOMbKAMU FOfaMy PbIHOYHOTO OMbiTa C MUHUMa/IbHLIMM XKanopamu 1 OTCYTCTBUEM
cepbesHbIX TpasM. Kpome TOro, MeAuLUMHCKME WUCCef0BaHWA, BbIMO/HEHHbIE C MPUMEHEHWEM YCTPOMCTBA, HE 0BGHapYXXuiu
Cepbe3HbIX TPaBM ¥ NMOKa3an BbICOKUIA YPOBEHb YCMELIHOCTU. Taknm 06pasom, usgenve 6e30macHo.

2. be3onacHOCTb 1 NpeaynpeXxaeHns

2.1 O6was nHhopmaLms

Mepen KaxabIM MCMOMb30BaHWEM MO/b30BaTeNlb AO/MKEH Y6eanTbcs B TOM, 4YTO U3fenvMe WCAPABHO WM WCMOMb3yeTcs B
MpaBU/IbHbIX YCOBHUSIX.

[JaHHoe um3genvie CrnpoeKTUPOBaHO ANA WCMOMNb30BAHWA B CTOMATONOMUM, K PaboTe C HUM MOXET ObiTb JOMNYLLEH TOMbKO
MeLULMHCKMIA nepcoHan. J1o60e Apyroe UCnob3oBaHUE HE' LOMYCKaeTCs.

2.2 Llenesoe HasHayeHue

«LleneBoe HaszHaueHUe» BK/IOYAET ClefyHoLye UHCTPYKLMM N0 MCMOb30BaHUKO U FapaHTMIO TOro, YTO BCE MPOBEPOYHbIE U
CepBUCHbIe PaboTbl ObLUM BbLUOHEHDI.

2.2.1 YcTaHOBKa, A0paboTKM, HACTPONKW, U3MEHEHUS=WUN PEMOHT AO/MKHbI NPOU3BOAUTLCH KBIM(ULMPOBAHHLIM TEXHWUKOM.
O6s3aTeNnbHO Mepef, YCTaHOBKOM 060pyfoBaHMs y6eanTech B KBIM(MKALMM MELULMHCKOTO TEXHWUKA UAKN SUCTPUOLIOTOPA,
KOTOpGI/ MpefnaraeT BaM ToBap. B cnydae ecnm BCe Bbille ONMCaHHbIE AACTBUS Gbii BbLUOHEHbI TEXHUKOM 6€3 NLEH3MH,
TO MPOM3BOAUTENb CHUMAET BCE FapaHTWiHbIe 0653aTeNbCTBA N0 U3LENNIO.

2.2.2 PaboTa ¢ u3genmeM LOMKHbI BbINOMHATLCS B-COOTBETCTBUU C JaHHbLIM PYKOBOZACTBOM.

2.2.3 PaboTbl N0 YMCTKe ¥ 06CNYXXMBAHUIO U3LENA HEO6XOAUMO BbINOSHATL B COOTBETCTBUM C AaHHbIM PYKOBOACTBOM.

2.3 TpesynpexneHus

2.3.1 He ytunusunpyite usgenus, KOTOPbIe=NCMONb3YIOT 3EKTPUYECTBO, KaK-ObITOBblE OTXOAbI, UCMO/bL3YWTe crneumabHble
METOAbI MO YTUAN3ALUMU UAN CNYXKObI NO-YTUIN3AUMKN JaHHbIX U3aenunid. CBAXMNTECH C MECTHBIMW YNPaBASAIOLLMMUN OpraHaMm
41 NOMyYeHUs UHGOpMaLuM OTHOCUTEABHO CAYXO M yTWAM3aUUKM JaHHbIX u3genuvii. B cnyvae ecnv m3genusi, KOTopble
NCMONb3YKT 3MEKTPUYECTBO, BbIIN YTUM3UPOBaHbI BMECTE C ObITOBBIMU OTXOAamu, CYLLECTBYeT PUCK TOFO, YTO MOXET
MPOU30MTN yTeuKa OnacHbIX BELLECTB’B IPYHTOBYIO BOAY W MONacTb(B)MULLY, YTO MOXeT B CBOIO OYepefb HAaHeCTU Bpef
300pOBbI0.

2.3.2 N3penne He MOAX0AWT AAs/ UCMOMb30BaHWUS B MPUCYTCTBUM JIErKOBOCMTAMEHSIOLLMXCA aHECTE3UPYHOLMX CMeceid ¢
BO34YXOM WM C KUC/IOPOLOM WN-3aKMChIO a30Ta.

2.3.3 Monb30BaTeto 3anpeLLaeTcs NbiTatbCA CHATb HAKOHEYHWK 40 TI0/HOA 0CTaHOBKU MOTOpA.

2.3.4 3anpeLyaeTcs cMa3bTaTb MUKPOMOTOP Mac/ioM, He/b3s YTEObI Maci0 Nonagano BHYTPb MUKPOMOTOPA.

2.3.5 3anpelyaeTcs UCNobL30BaTh XUMUYECKUE Ae3VH(ULMPYIOLMEe CBOMCTBA.

3. BHeLHWi BUA,

Puc. 1 Mnata ynpasaeHNA Puc.2 MukpomoTop 1 Kabenb

4. TexHNYECKVe XapaKTepUCTUKN

Cucrema: CuncTemMa BEKTOPHOI0 ynpaB/ieHns
TUM e e e BecLLeTOYHbIN MOTOp
CKopocCTb BpalleHus: 2,000 —40,000 06/MuH




MOLLHOCTb HA BXOLE: .cvvevveveerreseesineneene MepemeHHbIA ToK 24B ~ 26.8B

Wym: <6046

VICTOUHUK CBETA:. i iviieveeeieeeeirie e CseTtoauog, (6enblii cBeT)
TUMN COBANHEHMNSA: .cveiieiecieecie e 1SO-E

KOMMUECTBO (a3 ieceieeiis e 3

MoLHOCTb: 50 Bt

BbicoTa ocY BpalLleHNA:------==-====-m=--=- 52 MM

Twun ocu: ACUHXPOHHbIE

CoefuHNTENbHbIV Kabenb MMKPOMOTOpa

OnvHa He 6onee 1000 Mm
Macca 200 r
ApanTep

OnvHa 180x220 MM
Macca 2001
Peryndatop ckopocTu

MabapuThbl 120x190 Mm
Macca 150 F
Mepekntoyatenb pesepca

abapuTbl 130x170 Mm
Macca 250 r
KpenneHus naHenu

MabapuTl 120x110 Mm
Macca 300r

5. YCroB/st TPAHCTIOPTUPOBKM, XPAHEHNS 1 SKCTyaTaLmm

TemnepaTypa paboyeii cpefbl;-----==~ 40 ~+70C°
OTHOCKTE NbHAsA BNIaXKHOCTb:----7====- 10% ~ 100%
ATMOC(HEpPHOE faBNeHNE;--------3r=--- 50Kna~ 106Kna

6. PyKOBOACTBO Mo paboTe

[MpyveyaHve: Ans faHHOFQ 3NEKTPUYECKOTO MOTOPa PyKOBOACTBO MO paboTe ABMSAETCA TaKUM XKE; Kak 1 pyKOBOACTBO MO
paboTe BO3AYLIHOro MOTOpA.

6.1 CHMMUTE MOTOp M3 AepXaTens AN HakOHEYHUKOB Ha/CTOMAaTO/IOMMYECKON YCTAHOBKE, HAXMUTE Ha Nefab YnpasfieHus,
3NEKTPUYECKNA MOTOP-LOKEH HaYaTb paboTaTh, AO/MKEH. BKMHOUATLCA CBET HA MOTOPE;

6.2 MNoBopaurBas KHORKY HAacTPOMKM CKOPOCTU, Bbl MOXETE HACTPOWUTL CKOPOCTb BpalleHus ;B Anana3oHe oT 2000 06/MUH [0
40000 06/MUH.

6.3 VI3MeHATbL HanpasneHns BpaLeHns MOXHO NepexkAldYeHNEeM KHOMKN «PeBepey.

Hpe,qynpex(,qume: HI/IKOF,CI,a He MbITalATeECh MOMEHSTh Hanpas/eHne BpalleHne MoTopa, Korga oH pa60TaeT.

7. TeXHN4eCKoe 06CNYXKMBaHME, PEMOHT, OUMCTKA

7.1 TexHNYECcKoe 06CTyXXMBaHNE N PEMOHT MOXKET BbIMO/HATL TOMbKO MNOArOTOB/IEHHBIN KBAIMPULMPOBAHHbIA NEPCOoHa.

7.2 B exegHeBHOe 06CNY)XMBaHME BXOAUT YMCTKA MOTOPa B KOHLE paboyero AHS Ae3VHMULMPYHOLMM CIMPTOCOAEePXKaLLMM
pacTBOpPOM, COAepXaHue cnupTa B pacTBope He 6onee 2,5% no ALB.

MpenynpexaeHe: 3anpelyaeTcs MCNOMb30BaHWE NEPruApoNs UM MOXOXMX AE3VH(ULMPYHOLWMX CPeAcTB. 3anpeLlyaercs
CMa3bllaTb MOTOP Mac/ioM WnuM ApYruMW N0BpUMKaHTamMK, 3TO HeMcnpaBHO NpMBeAeT K MOoC/iedytolleid NonoMke MoTopa



KOTOPbIA He ByAeT NOANEXaTb rapaHTUIAHON 3aMeHe.

7.3 Tocne AnTensHOTO UCMO/b30BaHMS PEKOMEHYEM MPOM3BOANTL 3aMEHY CheMHBIX PE3MHOK M MPOKIaA0K.
NprveYdaHvie: MoTop Henb3s CTepUN30BaTh B aBTOK/IABE.

MprveYyaHve: 3anpeLLeHo UCMob30BaTb XMMUKATbI /151 YACTKU MOTOpa.

8. MapkupoBka

M- .(uiiisSw
n-= b
0. Martepurarsibl, BCTyMaroLLye B KOHTAKT C OPraH13MomM.

3aenvie He BCTYNaeT B MPSIMOIA KOHTAKT C TE/IOM YefioBeKa.

10. MepeyeHb MaTepVasioB XMBOTHOMO W (/1) YeNIOBEYECKOrO MPOVCXOXKAEHNS.
YCTPOIACTBO He COAEPXKUT MaTepUasnoB XXMBOTHOTO 1 (1K) YENOBEUYECKOTO MPOUCXOXKAEHUS.

11, JaHHble 0 cofepalmxcs B MegULIMHCKOM U3AEINN IeKAPCTBEHHBLIX Mperapatax 1 (apmMaueBTUYECKUX
cybcTaHUMSAX.

YCTPOIACTBO He COAEPXKUT NEKaPCTBEHHbIX-IPeNapaToB 1 hapMaLeBTUHECKMX.CYBCTaHLMIA.

12. KomnneKraups

CTOMaTONOrMYECKNIA BECLLETOUHBI 3AEKTPUYECKMIA MOTOP B KOMIMJIEKTE;
MwukpomoTop: -1

Mnata ynpasneHus:

CoefHNTENbHBI Kabeab MUKPOMOTOpa:

Perynsitop cKopocTu:

MepekntoyaTenb pesepca:



KpenneHus:
1\

PYKOBOACTBO M0 3KCM/yaTauum : o

13. Crepunumsaupms, fesnHpeKums
YCTPOICTBO MOCTABASETCS HE CTEPU/IbHBIM U He TpebyeT)Ae3NH(EeKLMM nepes NPUMEHEHUEM,

14. CpoK cny»6bl
Cpok cny6bl n3genus coctasnset 10 fert.

15. MapaHTUIAHbIE 06s13aTeNbCTBA
|_|p0I/I3BO,EI|I/ITeI'Ib rapaHTUpyeT COOTBETCTBME U3AENMA 3aABNEHHbIM XapaKTepUCTuUKam, npn ycrnosmnmn COﬁI‘IIOp,GHI/IFI TpeGOBaHI/IﬂM
3Kcnyaraumn, TPaHCMOPTMPOBKU U XPaHEHNS.

16. NopsAaoK oCyLLECTBIEHUSA YTU3ALIMN Y YHUUTOXEHUSA
MeamnLMHCKOe n3genve Heo6X0AMMO YTUIU3UPOBATL B COOTBETCTBYME C TPEOOBAHMAMM AeNCTBYIOLLEr0 3aKOHO4aTeNbLCTBA (B
ToM yncne no CanllunH 2.1.7.2790-10).

17. YnakoBKa

Kaxablii KOMMOHEHT yrNakoBaH B MHAUBUAYANbHYHO YIAaKOBKY M3 MOAUITUIEHA U MOMELLEH B TPAHCMOPTHYHO KapTOHHYHO
KopobKy. CTEHKV TPaHCMOPTHOW YMaKOBKM NPOMOXKEHbI NMEHOMONNYPETaHOBLIMW BCTaBKaMM A5 aMopTr3aLmm npm
TpaHCNopTUPOBaHUN.



18. TlepeyeHb HOPMATMBHbIX JOKYMEHTOB/CTaHOAPTOB

MexayHapoaHble:
EN ISO 13485:2012

ENISO 14971:2012

EN 1041:2008+A1:
2013

ENISO 15223-
1:2012

EN 980:2008

EN60601-
1:2006+A1:2013

EN 60601-1-2:2007

EN
62304:2006+A1:2015
EN60601-1-
6:2010+A 1:2015

HaupoHanbHble:
No. Kog

1 YY 0836-2011

2 YY/T 1043 .1 -2016

MeguumHckue m3genms- CuCTeMbl  YMPaB/iEHWs  KauecTBOM-
Tpe6oBaHKs K PerynsTopHbIM LIENAm

MeguumHckue u3genvs- MNprmeHeHVe ynpasieHns puckamm K
MEAVLIMHCKM U3LeNNsM

WHdopmavws, npegoctaBnsemast Npou3BOUTENEM
MEAVLIMHCKVX N30ennii

MeguumHckue um3genms - O603HaYeHUs, KOTOpble AOMKHbI
NCMOMb30BaTbCA  HAa  APSbIKAX — MEOVLMHCKWUX  W3LENWiA,
MapKMpoBKe, W MHGOpPMaLMs,  KOTopas  JO/KHa  ObiTb
npegocTas/eHa- Yactb 1 O6Lupe TpeboBaHuUs

O603HaYeHNs 4151 MCTI0Mb30BaHUS B;MapKUPOBKE MEANLIMHCKUNX
n3aennii

«MeauumHeKoe anekTpoobopyaoBaHne -  Yactb 1 O6uwme
TpeboBaHMs K  6a30BO  GE30MACHOCTM M OCHOBHBIM
3KCM/TyaTaLMOHHbIM KayeCTBam»

«MeauumHeKoe anekTpoobopynoBaHue - Yactb 1-20 O6Lwime
TpeGoBaHMs K  6a30BOI/ 6e30MacHOCT W OCHOBHbIM
3KCMTyaTaUMOHHbIM KavecTBam-  [lOMONHMTENbHBIA CTaHOapT:
ONeKTpoOMarH1THas COBMECTUMOCTb- TpeboBaHus n
NCMbITaHNS»

MporpamMMHOe o6ecrneyeHIe MeAULIMHCKOTO U3AeNus-
IMpoLecchl XU3HEHHOT O HUK/1a MPOrPaMMHOr0 06eCreyeHNs
«MeauumHeKoe anekTpoobopynosaHue -  Yactb 1-6: Obiuve
TpeboBaHMs K  6asOBO/  6e30MacHOCTM M OCHOBHbIM
3KCM/TyaTaLUyOHHbIM._KavecTBaM- JlONOMHWTENbHBIN  CTaHAAPT:
Y[06CTBO 1CMONL30BaHUS»

OnucaHne

CTOMAaTONOMMYECKNE HAKOHEYHKIA 1
MVIKPOMOTOPbI

CToMarTonorus - MHTErprupoBaHHOe
o6opyzoBaHuvie

MeauLMHCKOe 3MeKTpIYeCKoe 060pyA0BaHME -

3 GB 9706.1 -2007 YacTb 1

4 YY 0505-2012

OcCHOBHble TpeboBaHMA NO 6e30MacHOCTY
MeanuMHCKoe 3neKTpryeckoe 060pyaoBaHue -
Yactb 1-2:

OCHOBHble Tpe6oBaHWs MO 6e30MacHOCTL 1
OCHOBHble (hyHKLIMOHabHbIE XapaKTEPUCTVKN -
BcrnomoraTe/ibHbIACPOK M0 3/1eKTPOMArHUTHON
COBMECTUMOCTY -~ TPe60BaHUSA U TECTb!
OcCHOBHble TPEOOBaHMA 1 METO/bI TECTUPOBAHMA

5 GB/T 14710-2009 4N MeAVLMHCKOIO 3/1eKTPUYECKOTO

6 YY/T-0628-2008

060pyfoBaHNs
YCTpolACTBO- /IS cTOMAToNOrm - CUMBO/bI
1CMONb3yeMBIE MPY MapPKMPOBKE

7 GB/T4205-2010 OcCHOBHBIE PUNOXeEHKE 1 6e30NacHOCTL PaboThl

8 GB5023.1-2008 OcHoBHble TpebOBaHKSA Mo NPOBOAKE
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BHumaHne: A8 YCTaHOBKM MOTOpPA WCMOMb3YiTe Bbllle YKa3aHHYH cxeMmy. [MWTaHue MOQKIHOYAETCA B
MoC/NeHIO 0Yepeb.

B COOTBETCTBMM CO CXEMOW BO3AYLUHbLIA KnanaH HeoOXOAMMO COeAUHWUTL C T-KnanaHOM ENs MOAKIYeHMs
nojayv BoAbl, BO34yXa v Crpes.

MpumeuaHue: Nejasb YNpaBeHNA He BXOAUT B KOH(Mrypauuio YCTPOMCTBA, Mefab-yrpaBeHns ABMSeTCS
6a30BbIM MpeaMeToM Ans /I060M CTOMATo/OrMYeckor YCTaHOBKMW. [0 Hannuunio: nejanv ynpasfieHus
KOHCYNbTUPYWTECh Y NPOU3BOANTENIEN CTOMATONOMMYECKNX YCTAHOBOK.



MpunoxeHue 2. TpeboBaHusa No AMC, pagmodacToTam.

PekomeHfaLmun 1 3aaBNeHNe NPON3BOAUTENS - 3IEKTPOMarHUTHOE U3NnyYeHune
MoTop npeAHasHayeH AN UCMOMb30BaHNSA B SﬂeKTpOMaFHVITHOVI 06CTaHOBKe, onpe,qeneHHon HIXKe.
KnuneHT nnm nonb3osatens MoOTOB [0/KEH 06ecneynTh ero NCMosb30BaHKe B TaKOW cpeae

TecT Ha BbI6pOCHI
0TpaGoTaBLIMX ra30B

PaguonsnyyeHve
CISPR 11

PaguounsnyyeHve
CISPR 11

n3nyyeHve,
co3[aBaeMoe
rapMOHUYECKUMM
ToKamu

IEC 61000-3-2
KonebaHue
HanpsKeHUi /
peskue nepenagbl
HarnpsXxeHus

IEC 61000-3-3

CooTBeTcTBME

pynna 1

Knacc B

HeT BBOZA 371EKTPOCETH

HeT BBOZa aNeKTpoCeTH

SNEeKTPOMArHMTHas Cpefa - PEKOMeHAaL MK

MoTOp UCMONb3yeT PaAMouacTOTHYIO 3HEPrul TOMbKO /1A
CBOMX BHYTPEHHUX (yHKUMIA. T03TOMY ero paguroyacToTHOe
U3NlyyeHre O4YeHb HU3KOE U He MOXKET Bbl3BaTb KaKvX-MGO
NoMeX A1 HaXoAsLLEerocs PsiioM 3NEKTPOHHOTO 0GPy 0BaHNs

MoTop noAxoauT Ans’MCMOMb30BaHUS BO BCEX YUPEXKAEHUSX,
BK/1HOUAs XKU/ble NOMELLEHWUS U NOMELLEHWs!, HenocpesCTBEHHO
NOAK/MOYEHHbIE K OBILECTBEHHOM HU3KOBO/LTHOM 3/IEKTPOCETH,
KOTOpasi CHabXaeT 3[1aHus, UCMOMb3yeMble ANt GbITOBbLIX LieNei.



PekomeHpauunu v 3aaBfieHne NPou3BOAUTENSA - BOCMIPUNMUYNBOCTb

MoTop npefHa3HayeH 4/19 UCNONb30BaHNSA B SﬂeKTpOMaFHI/ITHOI‘/'I 06CTaHOBKe, onpe,qeneHHoﬁ HIXKe.
KnuneHT nnn nonb3osatens MoTop AoxeH 06ecneunTb ero UCMNosb30BaHKeE B TaKoW cpeae

Tect
HeBOCMPUNMYUMBOCTY
OneKTpoCcTaTNYeCKUit
paspsig (ESD)

IEC 61000-4-2

DneKTpuYeckmne
GbicTponepexofHble
npoLieccsl/BCriecku

IEC 610004-4
Bcnneck
LLIC 61000-4-5

MpoBanbl  HaNpsHKeHUs,
KpaTKOBpPeMeHHble

npepbIBaHNst n
U3MEHEHUS HanpshKeHNs
MUTaHWS  Ha  BXOAHbIX
JIMHUAX nuTaHus

1EC 61000-4-11

YactoTa
(50/60
MarHWTHOro

Hanpsa>eHns

ru)
nona

1EC 61000-4-8
MpumevaHne

PekomeHaaLmmn 1 3aB1IeHNE NPOV3BOAUTENS - BOCMPUUMUYMBOCTD

IEC 60601
YPOBeHb TecTa

6 KV KOHTaKT
8 kV B03ayx

+ I+

+ 2 KV ons nuHnia
3Hepronoga4un

+ 1 kV pgna
BXO/IHbIX/BbIXOAH
bIX TUHUI

+ 1 kV nuHus K
NNHUN

+ 2 kV nuHus K
NUHUN

<5 % WwT
(>95 % nposan B

B TeyeHne 05
Lmkna

40 % nT
(60 % nposan B
uT)

ond 5 UMKIoB

70 % nT
(30 % dip in UT)
ona 25 unknos

<5 % nTt

(>95 % dip in UT)
B TeyeHue 5 cek
3A/T

YpoBeHb
COOTBETCTBUSA

6 kV KOHTaKT
8 kV B0O3ayx

+ I+

Het
3NeKTpoeeTH

BBOJA

+ 1 kV pna
BXO[HbIX/BbIXOAHBI
x TINHWIA

Het
3NeKTpoCeTH

BBOZJA

Het
aneKTpoceTH

BBOZA

30A7/T

OneKTpoMarHUTHas
pekomeHzaLmn
Mon pomkeH 6blTb AepeBAHHLIM, GETOHHLIM
UM M3 KepaMmu4eckoil nautku. Ecnu nonbl
MOKPbITbl  CUMHTETUYECKUM  MaTepuasnoM,
OTHOCUTENbHAA BNXHOCTb [O/HKHA ObITh He
MeHee 30%

KayecTBO 3/MeKTpO3Heprum cetun cnepyeT
ObITb  TUMUYHON ANA KOMMEPYECKOW Wm
601bHWUYHOI cpefpbl.

cpena

KauecTBO" 3M1eKTPOIHEpPruM ceTn  credyeT
ObiTb_ TUNWYHOW AN KOMMEPYECKOoW wm
6OABLHMUHOI Cpefbl.

KauecTBO 3NneKTpo3Heprum cetu  cnepyet
BbiTb  TUMUYHOW AN KOMMEPYECKOW wnn
60NbHNYHON Cpeapl.

Ecnu nonb3osatens OSSEOSTAP Tpebyer
NOCTOAHHOI paboTbl, peKoMeHyeTCs
sanuTatb  OSSEOSTAP  OT  MCTOYHMKa
6ecnepe6oiiHOro NUTaHKs UK GaTapeu.

YacToTa CETW MarHWTHbLIX“NONei [oMKHa
ObiTb Ha YpOBHE, XapakTePHOM TUMUYHOIA
KOMMEepUEeCKoii 11 6oNsHUYHOI cpee

Ut - HanpshkeHne CeT NepemMeHHOro Toka Ao NpUMeHEHUs YpOBHS TecTa.

MoTop npeAHasHayeH 419 UCNO/b30BaHUA'B 3ﬂeKTpOMaFHVITHOVI 06CTaHOBKe, onpe,u,eneHHon HIXKe.
KnveHT nnu nons3osarens MoTop LO/MKEH 06ecneunTb ero NCMosb30BaHKe B TaKoM cpene

Tect
HeBOCMPUUMYNBOCTU

HaBefieHHble
pagvoBOHbI/MOMEXU
1EC 61000-4-6
M3nyyaemble

pafvoBoHbI
LLIC 61000-4-3

IEC 60601
TECTMPYeMbIl
YpOBeHb

3

150 kHz to 80
MHz

3 Vim

80 MHz to 25
GHz

YpoBeHb
COOTBETCTBUSA

ANEKTPOMAarHUTHas Cpefa - PeKoOMeHAaLMM

MopTaTWBHOE =M MO6UMbHOE 060pYyAOBaHMe
pagvo4acToTHOMN
1CMoNb30BaThbCA
BK/ItOYas, Kabenu, peKoMeHyeMoe paccTosiHue

CBA3N
BONM3N

He
yacTeli

[O/KHO
Mortopa,

PacCcynTLIBAETCA MO ypaBHEHUIO, NPUMEHNMOMY
K YacToTe-fiepefaTvmKa.

3V

3v/im d

PeKoMeH/10BaHHOE PaccTosiHUE
d=,1.29/P

= 12w 80 MIy pgo 800 MIy

d=2.3VP 800 MI'y 8o 2.50 Iy

e p-MakcuMasbHas HOMUHanbHas BbixogHas
MOLLHOCTb NepejaTymka B BaTTax (BT) cofiacHo
[aHHbIM MPOM3BOAMTENS NepefaTumka;sa’ D-
peKOMeHZlyeMoe paccTosiH1e B MeTpax (M).

HanpsbkeHHOCTb  Mons 0T (IMKCUPOBAHHBIX
PagMoYacToOTHbIX nepesaTyYMKoB, KaK
onpegeneHo 1CcCnefoBaHVEM
3/1eKTPOMAarHNTHOW ~ 06CTaHOBKM  (a)  Ha
nnowasKe, [o/MKHa ObiTb  MeHbLLe YPOBHA
COOTBETCTBMA B KaXaom 4aCTOTHOM
[nunanasoHe.(6)

Momexu moryT BO3HMKaTb B6M3M



060py,£l|OBaHVIﬂ, OTMEYEeHHOro enegyrowmym
CMMBO/IOM:

Mpumeyanne 1 TMpu 80 MHz 1 800 MHz, npumeHsieTcst 60/1ee BbICOKMIA YaCTOTHBbIIA AnManasoH.

MpumeyaHve 2 [laHHble pekOMeHAauuMn MOryT NPUMEHATLCA He BO BCeX CUTyaumsx. Ha pacnpocTpaHeHue

3M1eKTPOMArHWUTHbIX BOMH BAWAKOT MOT/OLLEHME 1 OTPXKEHNE OT KOHCTPYKLMIA, 06BEKTOB U Ntoaei
HaupskeHHOCTb 40N OT (DMKCMPOBaHHbIX MepefaTyuMKoB, TakmxX Kak 6a3oBble CTaHUMW AN pagvo
(coTOBbIX/6ECNPOBOAHLIX)  TeNehOHOB M Ha3eMHbIX  MOABWXKHBIX — PafMOCTaHUWA,  NIOOUTENBCKMX
paguocTaHumii, AM 1 FM pagno v TeneseLlaHUs HEBO3MOXKHO TEOPeTUYECKM npefckasaTb TOYHO. Ans
OLIeHKM 3M1eKTPOMarHUTHOW cpefipl 3a CYeT (PUKCMPOBAHHBIX PaAMOYACTOTHBLIX MepefaTyYUKOB, AOMKHbI
6bITb NpeaycMOTPeHbl 06CNef0BaHNA 3NeKTPOMArHATHON 06CTaHOBKM Ha miowagke. Ecnn n3mepeHHas
Hanpsi)XeHHOCTb MONs B TOM MeCTe, B KOTOPOM MCMnonb3yeTcs MoTop, NpeBblilLaeT AONYCTUMBIA YPOBEHb
eooTBeTCTBUA P®, MoTop, KOTOpbIA [OMKeH GbITb e0bntofeH Ans NPOBEPKM HOpMaibHOM paboTsl. Mpu
06HapyxeHun c60eB, HEOOXOAMMO NPUHATUE JOMOMHUTENBHBLIX Mep, TaknX Kak rnepeopueHTVpoBaHue uiv
nepemeLleHre Motopa
B gnana3oHe vactoT oT 150 kI'L, 1o 80 MIL, cuna nons fo/MKHabbITh MeHbLUe 3 B/m.




MpunoxxeHvie 3. MpoLeaypa YCTaHOBKM 1 NPOBEPKU (hyHKLIMOHMPOBaHWS U3e/NS.

Lar 1 OTKpoiTe naHenb YnpaBneHUs CTOMATOMOrMYECKO YCTaHOBKM, BblGepuTe XOpollee MecTo [A/is
pasMeLLeHNs NNaTbl ynpaBneHus.

Mnata ynpaBagHns

LLlar 2. 3amMeHMTe CTaHAAPTHbIN LWAAHT ANS MHCTPYMEHTA Ha LLUMaHF AN MUKPOMOTOpPa, KOTOPbI/A MAET C HUM B
KOMM/EKTE.

LLinaHr mmnkpomoTopa



LWar 3. MogkntouaeM TPy6KM Ans BOAbl M BO3[yXa OT LUMaHra MMKPOMOTOPA K COOTBETCTBYHOLIMM TpybOKam B
naHenn ynpaeneHns CTOMaTONOrMYeCKO YCTaHOBKM NP NOMOLLYM KnanaHa Ans nofadn Bo3agyxa 1 Bofpl.

BHuMaHuWe: KnanaH gns nogayu Bo3ayxa v Bofbl He MAET B KOMIM/IEKTE C MMKPOMOTOPOM.

MNpumep KnanaHa

LLlar 4. NogknoyaeM KOHHEKTOP K LWIaHFEy MUKPOMOTOpa B nate ynpasaeHus

LUar 5. Nofgknovaem AaaTy ynpasneHusa K NTaHUKQ YETaHOBKM 24B.



LLlar 6. CaenaiiTe HeGOMbLLOE OTBEPCTME HA AHE MaHeNW YNpaBfeHNUs CTOMATOMOMMYECKUIA YCTAHOBKM, YTOGbI
MOMECTUTb PErynsTop CKOPOCTYW W MepeknoUaTe b peBepca.

LLlar 7. MoMecTUTe MUKPOMOTOP B AEPXaTeNb AN MHCTPYMEHTa CTOMATO/OrMYeCKOi YCTaHOBKM.



LLlar 8. BkntounTe NmMTaHWe YCTaHOBKM 1 CHAMUTE MUKPOMOTOP C Aepxkatens. MMKpOMOTOp K-FOTOB K paboTe.

LLar 9. MpoBepbTe yHKLMM MUKPOMOTOPA NPy NOMOLLM HaXKaTus Ha Fefjanib CTOMATOMOMMYECKO YCTaHOBKM.
Mpy HaXXaTM Ha nefanb A0/MKHA BKAOUMTLCS MOACBETKA MUKPOMOTOPA M OH [O/KEH HayaTb BpallleHve.
MpoBepbTE PEryNMPOBKY CKOPOCTH. M (PYHKLMIO peBepca MpU-~AOMOLLM KX PErynsTopoB, KOTOPble Mbl
3aKpenunu Ha [He naHenu ynpaefAeHus. Ecny kakas-To u3 @yHKUMIA He paboTaeT, OTKAKUUTE NUTaHWe
YCTAHOBKM 11 MPOBEPbTE NPaBU/ILHOCTL MOAKMOUEHMS BCEX MPOBOAOB. ECMM BCE YCTAHOBMEHO MPaBW/IbHO W
Kakas-To M3 (yHKUMiA He paboTaeT WMAM caM MMUKPOMOTOP-HE paboTaeT, CBSXKUTECh C YMO/HOMOYEHHbIM
npefcTaBMTENEM NPOM3BOAUTENS MO BONPOCY rapaHTUIHON 3aMeHbl 060pYA0BaHMS.

KoHTakTHag nHjopmauma

[Mpowv3BoauTesb JAHHOIO U3LENA:
Guangdong Harmonic Medical Company Ltd
MyaHayH MapmoHnK Megmkan Ko., Jitg,



KOp. agpec; The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District, Foshan City,
Guangdong, China, 528225

Agppec npousBogctBa: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Tewn, Nanhai District,
Foshan City, Guangdong, China, 528225

Ten.: +86 757 85853030 Pakc: +86 757 85853030

YoMHOMOYeHHb IV NpeaCcTaBUTENb Ha TeppuTopn PO:
OO0 «HosrogeHT

FOp. agpec: 355003, CtaBponons, yn. Mupa, 367/21;
Ten./thakc: +7(8652) 525-888

DNeKTPOHHbIA agpec: www.novgodent.ru


http://www.novgodent.ru

Guangdong Harmonic Medical Co., Ltd.
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1 VHCTpYyKUmmn AAst NMo/b30BaTe/ 1A

11 PykoBOACTBO f0/1b30BaTeNs

Mepen ncnonb3oBaHVeM BHUMATENIbHO MPOYUTANTE/JaHHOE PYKOBOACTBO, UTOObI U36eXaTb HenpasW/bHOE WCMOAb30BaHWE U
yb6epeyb 13aene u nonb3oBaTens oT NOBPeXAEHWIA,

1.2 LleneBoii ‘n0Jib30BaTeNb

[JaHHoe n3genne npegHasHavaeTcs 419 CTOMATOAOr0B M NepcoHana ¢ MeguuHCKUM-06pa3oBaHyeM.

1.3 OnucaHune cMMBO/OB

CregytoLime CMMBO/bI MOTYT BCTPeYaThCs B JaHHOM PYKOBOACTBE W Ha feiibne usgenus Uam Ha ero akceccyapax. HekoTtopble
CVMMBO/IbI 0603HAYAOT COOTBETCTBUE CTaHAAPTaM MpW UCMONb30BAHWUN MU3Lenus.



C € o3 [aHHoe MeULIMHCKOe 13fenune cooTBeTcTBYeT AupekTuse EC «o0
MeAULIMHCKMX n3genuax» 93/42/EEC..

[JaTa npousBoAcTEa.

M | MpousBognTenb
IPXO O60py/0BaHwe 06LLEro HasHauYeH!s
IPXI BPbI3rosalMLLEHHBIV BUg 060pYA0BaHNSA

Mcnonb3yeTca TONbKO B MOMELLEHUN

MepemeHHbI TOK

SN CepWiiHblii HOMep
MpumeyaHve
t Tun B paboyast yacTb

MNPABUNA YTUNN3ALUNIN: He yTnnusmposaTb4aHHOe U3fenne, Kak
HeoTCOPTMPOBaHHbIE ObITOBbIE 0TX0Abl. Heo6X04UMO cobupaTh AaHHble 0TX0AbI
OTAeNbHO OT OCTa/IbHbIX COMacHO crieLyanbHbIMTpeboBaHMSAM M0 YTUAN3aLMN.

O6paTnTech K pyKOBOACTBY / ByKneTy

14 Knaccugmkaums

1.4.1 ObopygosaHue Knacca ll;

1.4.2 Pa6bouue yactu Tuna B.

15. HasHaueHve MeaWLIMHCKOro 13fenus

[na nofaun ABWXKYLLEA MOLLHOCTU K .HAKOHEYHMKY OOpMallvHbI B CTOMATOMIOMMYECKOW AMArHOCTUKe, NPU fleYeHun u
onepaumsx B rocnuTaisx 1 KAMHUKaxX POTOBOI MOIOCTH.

16. YCnosus npuMeHeHus

Vicnonb3yetca B MEAULIMHCKUX YUPEXOEHNSAX.

17. O6nacTb NpUMeHeHNs

Cromartosnorus.

18. MoTeHUManbHbIA NONb30BaTE b

M3genms MOryT MCMonb30BaTh TOMbKO CTOMATOMOMM M KBAIUQPUUYPOBAHHbLIA CTOMATOMOMMYECKMIA—[IepCoHan, WU3y4nBLUIWIA
PYKOBOZCTBA M0 MCIMOJIb30BaHUO:

19 Moka3saHus

Vicnonb3yeTtcs gns nofaqunasKyLLein MOLWHOCTM K HAaKOHEUYHWKY 60pMaLLMHbI.

1.10. TlpoTuBOMoOKa3aHuA

OTCyTCTBYHOT.

111.  TlobouHble aencTBums

He BbIABNEHDI.

1.12.  PuCKu NpYMEHEHWS MeLULIMHCKOro nsgenvs

B npouecce aHanu3a puckoB 6bl1 cienaH BbIBOA, YTO-3TO U3LE/INe C HU3KMM PUCKOM W.YTO /O6ble CYLLECTBOBABLUME PUCKM
OblIM  ycTpaHeHbl ) NOCPEACTBOM  MCMbITaHUS 6e30I1acHOCTM, MpaBWIbHOMO MNog6opa MaTepuanoB, U WHCTPYKUWA Mo
MCMNO/b30BaHUID:=3TO NOLTBEPKAAETCH HECKONbKUMY-TOAaMU PbIHOYHOMO OMbITa C MAHUMA/IbHBIMU Xanobamu 1 0TCYTCTBUEM
CepbesHbIX TpaBM. Kpome TOro, MeAuUMHCKME WUCC/ef0BaHMS, BbIMO/HEHHbIE C MPUMEHEHWEM YCTPOMCTBA, He O0GHapyXuau
Cepbe3HbIX.TPABM 1 MOKa3aau BbICOKUIA YPOBEHEY.CNELLHOCTU. Takum 06pasom, u3genve 6e30MmacHo.



2. be3onacHOCTb 1 NpefynpeXxaeHNs

2.1 O6wasa nHgopmaums

Mepen KaxablM WUCNOMb30BAHWEM M0/b30BaTENb JO/DKEH YOeAMTLCA B TOM, YTO W3AenMe WCMPaBHO- W UCNOMb3yeTcs B
NpaBUbHbLIX YCIO0BUSIX.

[aHHoe n3genne CNpOeKTUMPOBAHO A1 MCMOJb30BaHWA B CTOMATOMOrMK, K paboTe C HWM MOXET (BBITb JOMYLEH TO/MbKO
MeLULMHCKWIA nepcoHan. JTio6oe Apyroe UCro/b30BaHME He JOMYCKaeTcs.

2.2 LleneBoe Ha3HauyeHue

«LleneBoe HasHaueHUe» BK/IOYAET CMefyHoLLMe UHCTPYKLMW MO UCMOMb30BAHMI0 W FapaHTUI0 TOFO; YTO BCE MPOBEPOYHbIE U
CepBUCHbIe PaboTbl 6bIIN BbIMOMHEHDI.

2.2.1 YCcTaHOBKa, A0pPab0TKM, HACTPOMKM, U3MEHEHUS UM PEMOHT AO/MKHbI NMPOU3BOANTLCA KBANM(PULMPOBAHHLIM TEXHUKOM.
O6s3aTeNnbHO MNepef YCTaHOBKOW 000pyAoBaHWs ybeanTech B KBa/IMPUKALMN MEAULIMHCKOTO. TEXHNKA UK AMCTPUOLIOTOPA,
KOTOpbIV MpeanaraeT Bam ToBap. B cnyyae ecnu BCe BbLUE OMUCaHHbIe LeACTBUS Oblf BbIMOAHEHbI TEXHUKOM 6€3 NMLEeH3uN,
TO NPOU3BOAMTESb CHUMAET BCe rapaHTUiiHble 0053aTeNbCTBA MO U3LENNIO.

2.2.2 PaboTa € 13genvem LO/MKHbI BbIMOHATLCS B COOTBETCTBUM C AaHHbIM PYKOBOLACTBOM.

2.2.3 PaboTbl N0 YNCTKe 1 0BCNY>KNBAHWIO U3AENNA HEOOXOAMMO BbINO/HATL B COOTBETCTBUIA C JaHHbLIM PYKOBOACTBOM.

2.3 TpegynpexneHus

2.3.1 He ytunusunpyiTe usgenus, KOTopble UCMOAL3YIOT 3MEKTPUYECTBO, KaK ObITOBbIE OTXOfbl, MCMOMb3YNTE CreunabHble
METOAbl MO YTUANZALUM UK CAYXKObI MO YTUAN3ALMN JaHHbIX 13aenunii. CBSXMTECh C MECTHBLIMU YNPaBASIOWMMN OpraHamm
419 MONyYeHUss UH(OPMaLmMM OTHOCUTENBHO /EAYXO N yTUAM3aUMKM AaHHbIX W3fenwidi. B criyyae ecnu usgenus, KoOTopble
NCMOMb3YHT 3M1EKTPUYECTBO, ObLUM YTWUAM3YPOBaHbEI BMECTE C ObITOBbIMU OTX0AaMK, CYLLECTBYET PUCK TOFO, YTO MOXET
MPOV30MTN yTeuKa OnacHbIX BELLECTB B FRPYHTOBYH) BOAY W NOMacTb B MULLY;~4TO MOXET B CBOK 0O4Yepefb HAHECTU Bpep,
300pOBbIO.

2.3.2 Vi3genve He MNOAXOAMT AN MCMOAb30BaHWS B MPUCYTCTBUM IErKOBOGRAMEHSIOLLMXCA aHECTE3UPYHOLUX CMeceid ¢
BO34YXOM W/IM C KCIOPOAOM WU 3aKUChH) -a30Ta.

2.3.3 Monb30BaTesH 3anpeLLaeTcs NbiTarbCsl CHATb HAKOHEYHUK A0 MOSHOA.0CTaHOBKM MOTOpA.

2.3.4 3anpeLLaeTcs cMasblBaTb MUKPOMOTOP MAC/IOM, Heslb3d YTOObl MAC/0)nonasano BHYTPb MUKPOMOTOPA.

2.3.5 3anpeLyaeTcs MCNo/b30BaTh XMMUYECKIE Ae3MHADULIMPYHOLLME CBOMCTBA.

3. BHewuHWiA BULG

Puc.1Nnata ynpasneHus /Puc.2 MukpomoTop 1 Kabenb Puc.3 flaHenb ynpasnieHus

4. TexHNYecKVe XapaKTePUCTUKN

Cuctema: CuncTeMa ‘BEKTOPHOr0 ynpas/ieHns
TUN el e BecLyeTo4HbIN MOTOp

CKopocCTb BpateHus: 2,000/5740,000 06/MWH
KPYTALLMA MOMEHT .. 3.4Hem

MOoLLHOCTb Ha BXOfeE: MepemeHHBbI TOK 24B ~ 26.8B

LU WM e <60pb

WcTouHuK cBeTa: CseTtoauop (6enblii CBET)




TWN COEANHEHUA:----=---=-=-=-=-=- 1SO-E

KOMMYECTBO Pa3;..ccveriees evrevieierieierienes 3
MoLHOCTb: 60 BT
BbicoTa 0CY BpaLLeHUS: ---------=-=--=----—- 46.3 MM

TUM OCK e ACUHXPOHHbIE

CoefiHNTENbHBbI Kabenb MUKPOMOTOpa

OnvHa He 6onee 1000 Mm
Macca 2001
MaHens

MabapuThl 300x200 MM
Macca 300
KpenneHna moTtopa

abapuTbl 150x180-MMm
Macca 350 r
KpenneHuna naHenu

MabapuThbl 120x110 Mm
Macca 300/

5. YcnoBus TPaHCMOPTUPOBKN, XPaHEHUSA 1 3KCMyaTaLumn

Temnepatypa paboyei cpegbl:-------- 40 ~ +70.c°
OTHocuTENbHasA BNAXHOCTb:---------- 10% '~=100%
ATMOC(EPHOE AABNEHUE: ..o 50Kna~ KO6Kna

6. PykoBoacTBO Mo paboTe

[MpyveYaHve: ns [aHHOTO 3NMEKTPUYECKOTr0 MOTOpPa PYKOBOACTBO NO/paboTe ABNSETCS TakKuM e, Kak U pyKOBOACTBO MO
paboTe BO3AYLUHOIO MOTOpPA.

6.1 CHUMMTE MOTOp M3 AepXaTesisi” AN HAaKOHEYHMKOB Ha CTOMATOAONMYECKO YCTaHOBKE, HAXMUTE Harmefanb YnpasieHus,
3MEKTPUYECKMIA MOTOpP A0/MKEH HavaTb paboTaTb, AO/MKEH BKTHOUNTLEA CBET HAa MOTOPE;

6.2 Haxxumas KHOMKY « + », «=», Bbl MEHSIETE HACTPONKM CKOPOCTH, Bbl MOXETE HACTPOMTL CKOPOCTL BPalLeHUs B AvanasoHe
0T 2000 06/mMuH 1o 40000 06/MUH, CKOPOCTL OTOBPAXKAETCA Ha AUCHNEE.

6.3 VI3MeHsATbL HanpaBneHUs BPaLLeHNS MOXHO HaXKaT1eM KHOFKM «peBepe» -

6.4 Ha naHenn umeeTcs TPU KHOMKWM aBTOMaTUYECKOM HACTPOMKU CKOpoCcTr& s 6opa - 1:5.°%1 n 20:1. MNpn Haxatum Ha
KHOMKY MHopMaLms 0,.CKOPOCTU 0TOBPa3UTCS Ha Aucniee;

6.5 Mpwn HaxxaTum Ha KHOMKM M1 nam M2 3afaHHble HACTPOKM COXPaHATCS, B MOCNEAYIOLEM NPy MOBTOPHOM HaXKaTUM 3TUX
KHOMOK MOTOP BOCMPOW3BeLET COXPaHEHHbIE HACTPOMKW:

[MpenynpexkaeHve: ‘Hrkoraa He NbiTaliTeCb NOMEHATL Harnpas/eHyie BpaLeHe MOTopa, KOFa OH paboTaeT.

7. TeXHMYECKOe 06CNY)XXMBaHWe, PEMOHT, 0UMCTKA

7.1 TeXHUYECKOE 0OCNY>KUBAHWNE U PEMOHT MOXET BbIMOTHATL TOIbKO MOATOTOB/EHHbI KBA/IM(ULIMPOBAHHbI NepcoHa.

7.2 B exefHEBHOE 06CNYXMBaHWE BXOAUT YACTKA=MOTOpPA B KOHLE paboyero AHA AE3UHMULMPYIOWMUM CIMPTOCOLEPXKALLUM
pacTBOpOM, COAepXaHve cnupTa B pacTeope He 6onee 2,5% no AB.

MpenynpeXkaeHve: 3anpelyaeTcs MCNOMb30BaHKWe NEPruapons WU MOXOXKMX AEUHPULMPYIOWMX CPeacTB. 3anpeLyaeTcs
CMasblBaTb MOTOP Mac/ioM WU ApYrvMKU NHOOPUKaHTamMK, 3TO HEUCNPAaBHO MPUBEAET K MOCMefAyHoLLeid NOMOMKe MOTOpa,
KOTOpbI He OyOeT NoAexaTb rapaHTUIHOWN 3ameHe.

7.3 MNocne fMTeNsHOro UCMOMbL30BaHUA PEKOMEHALYEM NPOU3BOAWTL 3aMeHY ChEMHBIX PE3VHOK Y MPOK/IAAOK.

NprveYdaHvie: MoTop Henb3s CTepUIN30BaTh B aBTOK/IABE.



MpyMeYaHVe: 3anpeLLyeHo MCNOo/b30BaTb XMMUKATbI AN YUCTKL MOTOpA.

8. MapkupoBKa

Dy¥ Hx
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N
mJUB-It,. ysu*, /1 »pmlA
9. MaTepuvasibl, BCTyNatoLLye B KOHTAKT C OPFaH3MOM.

V3genve He BCTyMaeT B I'IpFIMOVI KOHTaKT C TEJIOM Ye/ioBeKa.

10. NepeyeHb MaTeprasioB XXMBOTHOMO U (M) Yel0BEHECKOrO MPOVCXOXKAEHIR:
YCTPOICTBO He COLEPXKUT MaTepUasioB XXMBOTHOTO W-(1AN) YENOBEUECKOTO MPOUCXOXKAEHUS.

.  [aHHble 0 cofepXallmxcs B MeAULVHCKOM M3eNN NIeKapCTBEHHBIX npenapaTtax 1 (hapMaueBTUYECKNX
Cy6CTaHLMSIX.
YCTPOIACTBO He COLEPXKUT NIeKapPCTBEHHbIX NPEMAPaToB M PapMaLeBTUYECKMX CYBCTaHLMIA.

12. Komnnekraupsi
CTOMaTOoNOrnyecknini 6ecLLIETOUHbIA 3NEKTPNYECKUIA MOTOP B KOMIM/EKTE:
MwukpomoTop: 1

MnaTa ynpasneHus:

MNaHesnb:
M

&
® ©
0o

CoeanHUTENbHbIIA Kabenb MUKPOMOTOpA:

C

KpenneHus moTopa:



KpenneHna naHenu:

PyKOBOACTBO MO 3KcnyaTaumm - 1w,

13. Crepunusaupms, fe3vHGpeKUns
YCTpOIACTBO NOCTABNSETCS HE CTEPUbHBIM U HE TPeOYEeT Ae3NH(EKL I Mepe MPUMEHEHUEM.

14. CpoK Cy»obl
Cpok cny»6bl nsgenus coctasnset 10 ferT.

15. MapaHTUiAHbIE 06s13aTeNbCTBA
MpounsBoauTeNb rapaHTUPYET COOTBETCTBME U3LENUNA3aABNEHHBIM XapaKTePUCTUKaM, NpwyEnoBmun cobMoaeHNsa TpeboBaHMAM
aKcnnyataunn, TPAHCMOPTUPOBKN N XpPaHEHWUS.

16. MopsAoK OCYLLECTBEHNS YTUNU3ALMIA N YHUYUTOXEHNS
MeamnumMHCKOoe 13aenme HeO6X0AMMO YTUM3NPOBaTb B COOTBETCTBUE C TPEOOBAHWSAMU LE/CTBYHOLLErO 3aKOHOAaTeNbCTBa (B
TOM umcne no CanlNluH 2.1.7.2790-10).

17. YnakoBKa

Ka)Kp,bIVI KOMMOHEHT ynakoBaH B WHAMBWUAYa/IbHYIO YNakKOBKY W3 MOMN3TU/IEHA N MOMELlEH B TPAHCMOPTHYHK KapTOHHYHO
KOpobKy. CTeHKU TPaHCMOPTHOW YMakKOBKWM MPOSIOKEHbI MEHOMOMMYPETAHOBLIMU  BCTaBKaMU A8 amopTu3auuM  npu
TpPaHCMOPTUPOBAHNN.



18. MNepeyeHb HopMaTVBHBIX JOKYMEHTOB/CTaHAapTOB

MexxayHapoaHble;
EN ISO 13485:2012

EN 1SO 14971:2012

EN 1041:2008+Al:
2013

ENISO 15223-
1:2012

EN 980:2008

EN 60601-
1:2006+A1:2013

EN 60601-1-2:2007

EN
62304:2006+Al:2015
EN 60601-1-
6:2010+A1:2015

MepuupHekve un3genns- CUCTEMbI  YMPaBiEHUs  KauyeCTBOM-
Tpe6oBaHWs K perysTOpHbIM LIesM

MeauupHckue msgenns- MpuMeHeHWe ynpaBneHns puckamm K
MEAVLIMHCKAM U3AeNnaM

VHthopmauus, npegocTassemast Npov3Bo4UTENEM
MeLMLIMHCKMX U3Lenuii

MepuupHekve umsgenns — OBGO03HAYeHUs, KOTOpble JO/KHbI
NCMOMb30BATLCA  HA  APMbIKAX  MEAVLMHCKMX  U3LENniA,
MapKvMpoBKe, W  MH(opMauys, KoTopas  [O/MKHa  ObiTb
npegocTtaeneHa- Yactb 1 O6Lme TpeboBaHUs

O603HaueHNs ANs UCMo/b30BaHWA B.MapKUPOBKE MEAULIMHCKIX
n3gnenvin

«MeaunumnHCKoe anekTpoobopygesaHue -  Yactb 1 O6wme
TpeboBaHMsS K  6a30BO  HE30MacHOCTM U OCHOBHbIM
3KCM/yaTaLyOHHbIM KauecTBam»

«MeauumHckoe anekTpoobopyaosaHue - Yactb 1-20 O6uime
TpeboBaHMs K  6a30BOIA-. 6E30MacHOCTM UM OCHOBHbIM
3KCM/yaTaLUyoOHHbIM KayecTBam-  JJOMOHUTENbHbIA CTaHAPT;
3neKTpoMarH1THas COBMECTMMOCTb- TpeboBaHus 7]
NCMbITAHNS»

MporpammMHoe o6ecreyene MefLUILLIHCKOrO U3aenus-
Mpouecchl XU3HEHHORO-LMK/IA NPOrpaMMHOro obecrneveHms
«MeauumHeKoe anekTpoobopyfoBaHue - Yactb 1-6: Qbiwve
TpeboBaHMsi K ,6a30BO  6e30MacHOCTM M OCHOBHBIM
3KCM/yaTaLyOHHbIM- KauecTBaM- JJONONHWUTENbHBIA CTFaHaapT:
Y [06CTBO MCNO/MbL30BAHUA»



HauunoHanbHble:

No.

1

Kog

YY 0836-2011

YY/T 1043 1 -2016

GB 9706.1 -2007

YY 0505-2012

GB/T 14710-2009

YYI/T 0628-2008

GB/T4205-2010

GB5023.1-2008

OnucaHune

CTOMATO/ONMYECKNE HAKOHEUHUKY 1
MVKPOMOTOPb!

CromaTonorus - UHTerpupoBaHHoe
060pyfoBaHme

MeaWLMHCKOe 3/1eKTpryeckoe 06opyLoBaHye -
Yactb L

OcCHOBHble Tpe6oBaHMs Mo 6e30MacHOCTM
MeauyuyHCKoe 3neKTpryeckoe 06opyLoBaHue -
Yactb 1-2:

OcHoBHble TpeboBaHWSHO 6e30MacHOCTY U
OCHOBHble (DyHKLMOHATbHbIE XapaKTePUCTUKM -
BcriomorateibHbIiA EPOK MO 3/1EKTPOMArHATHOM
COBMECTUMOCTU - FPeboBaHus U TeCTbI
OcHoBHble TpeboBaHWA 1 METO/bI TECTUPOBaHMA
[N MEAULIMHCKOT O 3/IeKTPUYECKOr0
060py0BaHNS

YCTpOIACTBO AAs cToMatosiorum - CUMBOSbI
1Cronb3yemsie Npy MapK1UpoBKe

OCHOBHble NPVIoXeHMe 1 6e30MacHOCTb PaboTbl

OCHOBHBble Tpe6oBaHMs MO NPOBOAKE
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BHVMaHVie: ans ycTaHoBKI MOTOpa MCMONb3YIATe BbilUeyKasaHHyto cxemy. MuTaHNe MOAKIOUAeTCs B NOCAERHION guepepp,

B COOTBETCTBIM CO CXEMOJi BO3AYLUHbIV KanaH HEOGXOANMO COBANHUTL C T-KNanaHoM nng nopk/i0YeHnst Mojadn BOgbl,
BO3/lyXa W Cripesi.

IMpmveYyaHve: nefanb ynpaBieHWs He BXOAWUT B KOH(MIypauUWio YCTPOIWCTBA, Nefanb YnpaBieHnsi sIBAsSeTCs Ga30BbIM
npeaMeToM Ans /06O  CTOMATOMOrMYECKO YCTaHOBKW. [10 HanMuMio nejany  YrnpaBieHUss  KOHCYNbTUPYMTECh Yy
MPOU3BOAUTENEl CTOMATONOMMUYECKMX YCTaHOBOK.

MpunoxkeHvie 2. Cxema YCTaHOBKW KPen/ieHns 411 naHenm

Boarbl

MpunoxxeHre 3. TpebosaHWSA 1o IMC, pagmodacToTam.

PekomeHaaLumn 1 3asBneHve NPOM3BOANTENSA - 3NEKTPOMArHUTHOE U3NyYeH e
MoTop npeaHasHa4eH A1 NCNob30BaHUs B 3N1eKTPOMarHUTHO 06CTaHOBKE, ONpeaeneHHO Hike.
KnuneHT nnv nonb3osatens MoTop Ao/mkeH 06ecneunTsb ero Ncnonb3oBaHWe BTaKol coene
TecT Ha BbIGpOCHI c
0TPaBOTABLUMX ra30B 00TBETCTBUE 3neKTpoMarHMTHas cpefa - peKoMeHaaLmMm

MoTop WCnoNb3yeT PafuMoyacTOTHYH 3HEPruK TONMbKO Ans
PagnomanyveHme CBOMX BHYTPEHHUX._hyHKLWIA. [M03TOMy ero pagmo4acToTHoe
CISPR 11 Epynna 1 U3NyYeHNe OueHb ‘HU3KOe U He MOXET BbI3BaTb KakKux-1mbo

noMeX Anf HaxoAALErocs psAoM 3N1eKTPOHHOr0 060pyA0BaHMA

PagnonsnyyeHue

CISPR 11 Rnacc B

n3ny4eHue,

co3aaBaemMoe

rapMOHUYECKUMI HeT BBOJJa 3M1EKTPOCETH MOTOp noaxoanT Ana WUCNoNb3oBaHUA BO BCEX YYpeXXAEHUAX,
TOKamMu BK/KOYasa XXWUable NMOMeELLEHNA U NMOMELLEHNA, HENOCPeAETBEHHO

IEC 61000-3-2 NoAKNteYeHHbIe K 06LLECTBEHHOW HU3KOBOMLTHOM 3N1EKTPOCETH,
KOTOpasi CHABXaeT 3[jaHusl, UCTNIONb3yeMble 415 GbITOBBIX LEfei.

Kone6aHue

HanpsKeHuiA /

peskvie nepenabl HeT BBOAA 3MEKTPOCETU
HanpshKeHus

IEC 61000-3-3



PekomeHfaLmMun 1 3aaBNeHe NPOU3BOAUTENS - BOCMPUUMUYNBOCTD

MoTop npegHasHayeH 14 UCNO/b30BaHNSA B 3ﬂeKTpOMarHI/ITHOI71 06CTaHoBKe, onpe,u,eneHHon HIKE.
KnveHT nnu nons3osatens MoTop [O/MKEH 06ecneynTb ero UCMosb30BaHNE B TaKOM cpeae

Tect
HeBOCMPUUMUYNBOCTH
AneKTpoCTaTNYeCKUit
paspsg (ESD)

LLIC 61000-4-2

DneKTpuYecKne
BbicTpOnepexoHble
NpOLECCbI/BCrIECKM

LLIC 610004-4
Bcnneck
LLIC 61000-4-5

MpoBanbl  HanpsxeHus,
KpaTKoBPEMeHHbIe

npepbIBaHNst "
U3MEHEHUs HanpsXeHus
MATAHUS  Ha  BXOAHBIX
JIUHUSX nuTaHus

LLIC 610004-1 1

YactoTa
(50/60
MarHWTHOro

Hanps>eHnA

ru)
nona

LLIC 61000-4-8
I MprmeyaHne

PekomeHfaLmmn v 3aaBneHne Npon3BoauTeNs - BOCMPUNUMYNBOCTb

IEC 60601
YpOBeHb TecTa

6 KV KOHTaKT
8 kV B0O3ayx

+ I+

+ 2 KV ons nuHuia
3Hepromnoga4un

+ 1 kv pgm
BXO[IHbIX/BbIXOAH
bIX MHNIA

+ 1 kV nuHua K
NUHUK

+ 2 kV mHMSa K
NUHUN

<5 % Ut
(>95 % nposan B

Ut)

B TeyeHne 05
umkna
40 % nT

(60 % nposan B
nT)
ana 5 uvMknos

70 % nT
(30 % dip in UT)
ona 25 uuknos

<5 % nT
(>95 % dip in UT)
B TeyeHue 5 cek
3A/T

YpoBeHb
COOTBETCTBUSA

6 kV KOHTaKkT
8 kV B03ayx

+ +

Het
aneKTpoceTu

BBOZJA

+ 1 kv gns
BXO[HbIX/BbIXOAHbI
x NUHKIA

Het
3NeKTpoceTH

BBOZJA

Het
3NEeKTPOCETYH

BBOZA

30 A/t

3neKTpoMarHuTHas
pekoMeHzauuu
Mon pomkeH OblTb fepeBsHHLIM, 6ETOHHLIM
WM M3 KepaMUYEecKoin nautku. Ecnn monbl
NOKPbLITbl  CMHTETUYECKUM  MaTepuasnom,
OTHOCUTENIbHAA BNXXHOCTb JO/MKHA ObITb He
MeHee 30%

KayecTBO 3/MeKTpo3Heprum cetn cnepyeT
O6bMb  TUNMYHON ANS KOMMEPYECKOW um
60/1bHUYHOI cpefpbl.

cpefa

KayectBo 3neKTpO3Hepruv cetu  cnegyet
ObITb, TWUMWYHOW AN KOMMEPYECKOW wnn
60MLHUYHOM cpefpbl.

KauecTBO 3/M1EKTPO3HEPruM CeTn  cnegyer
OblTb  TUMUYHOW ANS KOMMEPYECKoWh um
60NbHNYHOI cpefp!.

Ecnm nonbsoBatens OSSEOSTAP Tpebyet
NOCTOAHHOM paboTbl, peKoMeHAyeTCA
sanuTat  OSSEOSTAP  OT  MCTOYHWKa
6ecrnepeboiHOro MUTaHUs UK GaTapen.

YacToTa CeTW MarHWTHbLIX Mojei Ao/mkHa
BbiTb Ha YPOBHE, XapakTepHOM TUMUYHOI
KOMMepUecKoii 11 60/1bHUYHOI cpee

(Y- HanpskeHue ceTu NepeMeHHOro ToKa 10 NPUMEHeHWs! YPOBHS TecTa:

MoTop npeAHasHayeH Ansa UCnonbL30BaHUA B SHEKTpOMarHVITHOVI 06CTaHOBKe, onpe,qeneHHon HIXKe.
KnneHT nnm nonb3osartens MoTop LO/MKEH 06ecneunTb ero UCMoNb3oBaHUE B TaKOW coene

Tect
HEeBOCNPUUMYNBOCTHU

HaBefeHHble
pagnoBOHbI/MoMexm
LLIC 61000-4-6
M3nyyaemble
pagnoBO/HbI

LLIC 61000-4-3

IEC 60601
TeCTUpyEMbI i
YPOBEHb

3 \%
150 kHz to 80
MHz

3 Vim

80 MHz to 25
GHz

YpPOBEHb
COOTBETCTBUS

SNeKTpoMarkuTHas cpefa - peKoMeHgaLum

MopTaTMBHOE U MOGWILHOE —0GOPYAOBaHIe

pagMo4acTOTHO
1CNonb30BaThCs

cBA3N
BONM3N

He
yacTeli

[O/KHO
MoTtopa

BK/HOYas. Kabenu, PeKoMeHAyeEMOE pacCToAHue
paccyUTbIBAaETCA NO ypaBHEHUIO, NPUMEHNMOMY
K 4acToTe nepeaaTvmka.

PekoMeH0BaHHOE paccTosHue

3V

3v/im d

d=1.2VvP

= 12w 80 MMy go 800 Mry

d=23VP 800 MIy 0 2.5G Iy
e p-MakcumanbHas HomuHanbHas BbixofHas
MOLLHOCTb MepejaTymka B BaTTax (BT) cOrfiacHO
[aHHbIM MpOW3BOAUTENS MNepefaTuMka—a D-
peKOMeHzyeMoe paccTosiHue B MeTpax (W),

HanpsbkeHHOCTb  nons  OT  (PUKCMPOBAHHbIX
PagMoYacToOTHbIX nepesaTumnKoB, Kak
onpegeneHo 1ccnefoBaHeM
3MIEKTPOMarHUTHOM  06CTaHOBKM  (a)  Ha
nnowaske, [O/MKHa OblTb MeHblle YpOBHSA
COOTBETCTBMA B KaXX0M 4aCTOTHOM

[nanasoHe, (6)



Momexun MoryTt BO3HMKaATb BOM3N
o60py,q03aHV|ﬂ, OTMEYEHHOro cnepyrowmm

CUMBO/IOM:
Mpumedarve | Mpu 80 MHz 1 800 MHz, npumeHseTca 6onee Bbl TTHbW avanasoH.
MpumeyaHue 2 [JaHHble pPeKOMEHZALUN MOTYT MPUMEHSATLCA X cUTyauusix. Ha pacnpocTpaHeHue
3/IEKTPOMArHUTHbIX BOMH BAIUAOT MOT/IOLIEHNE U OTPAKEHME OT KOHS 0GLEKTOB 1 Ntogelt

Hanps)eHHOCTb Mons OT (DMKCUPOBAHHBLIX MepefjaTYMKOB, TakMX Kak 6a30Bble CTaHUMWU ANS Pajuo
(cOTOBbIX/GECNPOBOAHBLIX)  TENe(hOHOB M HA3eMHbK MOABWXKHbLIX — PagvOCTaHUMA,  NOBUTENBCKUX
paguocTaHuuii, AM n FM pagvo v TeneselaHNsi HEBO3MOXHO TEOPETMYECKM MpeAckasaTb TOYHO. Ons
OLIEHKW 3/71eKTPOMarHWTHOM cpefibl 3a CYeT (MKCUMPOBaHHbIX PafvMo4acTOTHLIX MepefaTymKoB, AOMKHbI
6bITb NpeaycMOTPeHbl 06CNefoBaHNA 3NeKTPOMarHUTHON 06CTaHOBKM Ha mnowiagke. Ecnun m3mepeHHas
Hanpsi)XeHHOCTb MO/ B TOM MecTe, B KOTOPOM MCMonb3yeTcs MoTop, npeBbilaeT fOMyCTUMbIA YpOBEHb
cooTBeTcTBUA P®, MoTOp, KOTOPbLIA JO/MKEH ObiTh CobMtOAeH AN MPOBEPKM HOpPManbHON paboThl. Mpu
06HapyXeHun c60eB, HEOOXOAMMO NPUHATUE [AOMONHUTENBHBIX MeP, TaKUX Kak NepeopueHTUpoBaHue Uim
nepemetlieHne Motopa

B gnana3oHe yactoT oT 150 KI'w, 4o 80 MIu, cna nons fo/mkHa BbiTb MeHbLue 3 B/w.

MpunoxeHwe 4. MNMpoueaypa yCTaHOBKU U MPOBERKM (hyHKLIMOHNPOBAHUA U3LEMS.

LWar 1 OTKpoiiTe NaHenb YnpaBneHWs ~CTOMaToONOrMYecKoli YCTaHOBKW, BbiGEPUTE XOpOLLEe MEeCTo Ans
pasMeLLeHNst NNaTbl YNPaB/eHNs.

lNnata ynpaeneHus

LLar 2. 3ameHWTe-CTaHAAPTHbINA LWAAHT ANS MHCTRYMEHTA Ha LUMaHT /11 MUKPOMOTOpPa, KOTOPbIA UAET C HAM B
KOM/IEKTE.



LLinaHr MmnkpomoTopa

LWar 3. Mogkntoyaem Tpy6KW Ans BOAbl U BO3AyXa OT LUMaHra-MUKPOMOTOpa K COOTBETCTBYHOLL; UM TPy6Kam B
naHenu ynpasfieHUs CTOMaTOAQIMMYECKO YCTaHOBKI MPU MOMOLL;W KnanaHa Ais nofgaqn Bo3ayxa v Bogpl.

BHuMaHuwe: KnanaH ansi nogayun Bo3sgyxa v Bofbl He MAET B KOMIM/IEKTe C MUKPOMOTOPOM.

Lar 4. INMofgknryaeM KOHHEKTOP K LWIaHTy MUKPOMOTOpA B Nniate ynpasnieHus



LLar 5. MNogkntoyaem nnaty ynpasneHnsa K NUTaHNIO YCTaHOBKM 24B.

LLIar 6. C,EI,G]'IB.IZTG HebosbLIoe 0TBepCcTne Anda BO3IMOXXHOCTU KpernieHnd BbIHOCHOW MaHenu YRApaBneHu4d. Mocne
TOro Kak Bbl CMOI/IN MPUKPRERUTL CrelunasibHOE KpPernseHue ) naHenu, KOTOprVI naeT B KOMMNNEKTE, Ha HEro
YCTaHOBUTE NaHe/b ynpasBneHna n NoAKAKYNTE €€ K naaTe-yrpaBieHUA.

KpemnneHune naHenn






LLlar 8. BKOUMTE NUTaHKe YCTAHOBKM U CHUMUTE MUKPOMOTOP C fiepxxatens. MUKpoMoTop KFOTOB K paboTe.

LLar 9. MpoBepbTe (hyHKLMM MAKPOMOTOPA NPY MOMOLLM HaXXaTUs Ha fefasb CTOMATONOMMYECKOI YCTaHOBKM.
Mpy HaXXaTUM Ha Mefanb A0/MKHA BKAUYMTLCS MOACBETKA MUKPOMOTOPA U OH [O/MKEeH HayaTb BpalleHMe.
MpoBepbTe PEerysmMpoBKY CKOPOCTW, 1 (PYHKLMIO peBepca NpY~MOMOLM WX PErynsitopoB, KOTOPble Mbl
3aKpenuIM Ha AHe naHenu ynpaereHus. Ecnu Kakas-To v3 @YHKUWIA He paboTaeT, OTKOUMTE NUTaHMe
YCTaHOBKM W NpOBepbTe MPaBUALHOCTb MOAKMIOUEHUS BCEX MPOBOAOB. ECNu Bce yCTaHOBMEHO NPaBUbHO W
Kakas-To M3 (hyHKUMIA He pabOTaeT MAM caM MUKPOMOTOP-HE paboTaeT, CBSXKMTECh C YMOSHOMOYEHHbIM
npeacTaBMTeNEM NPOV3BOAUTEAS MO BOMPOCY rapaHTUIHOI 3aMeHbl 060PYA0BaHMS.

KoHTaKTHaa NH(opMaLys

Mpov3BoauTesb JAHHOMO M3LEINA:
Guangdong Harmonic Medical Company Ltd
INyaHayH IapmoHnK Megykan Ko., Jitg,



FOp. agpec: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District, Foshan City,
Guangdong, China, 528225

Appec npoussogcTea: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District,
Foshan City, Guangdong, China, 528225

Ten.: +86 757 85853030 dakc: +86 757 85853030

YNO/THOMOYEHHBIN NPeACTaBUTe b Ha TeppuTopun Pd:
OO0 «HoBrogeHT»

KOp. agpec: 355003, CtaBpononb, yn. Mupa, 367/21;
Ten./thakc: +7(8652) 525-888

ONEeKTPOHHLIN agpec: www.novgodent.ru


http://www.novgodent.ru

Guangdong Harmonic Medical Co., Ltd.
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1 WHcTpyKumn oig nonb3oBarens

11 PykoBOZACTBO Neab30BaTe s

Mepes MCNONb30BaHWEM BHUMATE/IbHO MpoYMTaiTe /faHHOE PYKOBOACTBO, UTOObI M30EXaTh HEMpaBU/IbHOE WCMO/b30BaHUE U
ybepeyb N3gene - Noib30BaTeNs OT MOBPEXAEHWIA!

1.2 LleneBoii nosb3oBate/b

[JaHHoe n3genue npefHa3HayaeTcs 419 CTOMATOAOFOB 1 NepPCcOoHasa C MeAULMHCKUM-06pa30BaHNEM.

1.3 OnucaHue, CMBO/0B

CregytoLime CMMBO/bI MOTYT BCTpeYaTbCs B JaHHOM PYKOBOACTBE W Ha Neiibne n3genns Nam Ha ero akceccyapax. HekoTopble
CYMBO/IbI 0603HaYal0T COOTBETCTBUE CTaHAApTaM Mpu UCMOJb30BAHWUN U3JENUS.



[aHHoe MeauLUHCIoe U3fenne cooTeeTcTByeT Aupektnee EC «o

N N 0123
MeanLMHCKUX nsgenusax» 93/42/EEC..
IV4n
[Larta npousBoacTBa.
MII MpowusBoanTens

IPXO 060pyoBaHne 06LLEro HasHaueHus
IPXI BpbI3ro3all Ui, eHHbI i Big 060pYyA0BaHNA

Mcnonb3yeTcs TOMbKO B NOMeELLEeHNN

MepeMeHHbI TOK

SN CepuiiHblii HoMep
A MpumeyaHue
t Tun B paboyas yacTb

NMPABUNA YTUNTN3AUWNWN: He ytunusnposaTsgaHHoe nsgenve, Kak
HeoTcopnd oBaHHble GbITOBbIE O0TX0Abl. HE06X04UMO cobupaTth AaHHble OTXOAb!
OTAE/IbHO OT OCTaslbHbIX COrNACHO crneuunanbHbIMTpeboBaHnAM MO yTUAN3aLnm.

© O6paTtutech kK pykoBoacTBy / 6ykneTty

1.4 Knaccuurkaums

1.4.1 O6opypnosaHue Knacca ll;

1.4.2 Paboume vactn Tuna B.

15 HasHaueHve MeMLMHCKOro U3aenus

[na nogaun ABWKYLLEA MOLLHOCTU K -HAKOHEYHWKY 6G0pMallMHbl B CTQMATOMIONMYECKON [AMAarHOCTUKe, NpU NedeHun u
onepauusx B roCnUTaNsaxX N KIMHUKaX POTOBOW NOMOCTY.

1.6. Ycnosua nprMeHeHs

Vicnonb3yetca B MEAMLMHCKUX YUPEXAEHMSAX.

17. O6nacTb NpUMeHeHWs

Cromarorsnorus.

18. MoTeHUManbHbIN NOMb30BaTeNb

W3genns MOryT MCMo/b30BaTh. TO/IbKO CTOMATONOMM W KBaNM(ULMPOBAHHLIA CTOMATOMOMMYECKUA IepCOHaN, U3y4MBLUWIA
PYKOBOZCTBA M0 UCMO0/b30BaHIO:

109. lMoka3aHus

Wcnonb3yetcs Ans nofaunwaBuxXyLLein MOLWHOCTU K HAKOHEYHUKY 60pMalLHbI.

1.10. TpoTmBOMOKa3aHMs

OTCyTCTBYHOT.

111.  Tlo6ouyHble feitcTBrs

He BbIABNEHDI.

1.12.  PvCK/ NpUMEHEHNA MEULIMHCKOIO MU3enus

B npovecce aHanu3a puckoB OblU CAenaH BbIBOL, YTO3TO U3AENNE C HU3KAM PUCKOM M=YTO N0ObIE CyLLEeCTBOBaBLUME PUCKU
OblM  yCTpaHeHbl) NOCPELCTBOM UCMbITaHUA 6E30MacHOCTU, MPaBUILHOrO MoAGOpa MaTepuasnoB, W WHCTPYKUWUIA MO
MCNO/b30BaHUIO:ATO MOATBEPXKAAETCA HECKO/IbKUMM TOAAMM PbIHOYHOTO OMbITa C MUHUMANbHLIMU YXano6amMu U OTCYTCTBUEM
Cepbe3HbIX TpaBM. Kpome Toro, mMeAuuUMHCKUE UCCMEef0BaHWS, BbLUO/HEHHbIE C MPUMEHEHWEM YCTPOCTBA, He 0OHapyXum
Cepbe3HbIX-TPaBM 1 MOKa3aau BbICOKUIA YPOBEHBYCNELIHOCTU. Taknm 06pa3om, U3fenme 6e30nacHo.

2. be3onacHOCTb 1 NpefynpeXxaeHna
2.1 O6was nHpopmaums
Mepen KaxabiM MCMOMb30BaHWEM T0Mb30BaTENb JO/KEH Y6eauTbCH B TOM, UTO W3Je/Me WCMpaBHO U MCNOMb3yeTcs B



NpaBUbHbLIX YCNOBUSIX.
[aHHoe wn3genve CrpoekTMPOBaHO A1 WCMOMb30BaHUA B CTOMATONOMMK, K paboTe C HUM MOXET ObITh A0MYLLeH TOMbKO
MeLMLMHCKUIA nepcoHan. JTio6oe Apyroe UCMo/b30BaHUE He JOMYCKaeTCs.

2.2 LleneBoe Ha3Ha4eHwue

«LleneBoe HazHayeHue» BKIIHOYAET CreAYHOLLME UHCTPYKLMM MO MUCMONb30BAHUIO U rapaHTUIO TOro, YTO"BCE MPOBEPOYHbIE U
CepBUCHbIE PaboTbl ObLUM BbLLOHEHDI.

2.2.1 YcTaHOBKa, A0pPab0TKM, HACTPONKM, USMEHEHWUS UM PEMOHT LO/MKHbI MPOU3BOANTLCA KBATMQPULMPOBAHHLIM TEXHUKOM.
O6s3aTenbHO Nepej YCTaHOBKOW 000pyA0BaHMsl yoeaMTeCh B KBAMMKALMN MEAMLIMHCKOrO TeXHVKA UM AUCTPUOLIOTOPA,
KOTOpGI/A MpefnaraeT BaMm ToBap. B ciyyae ecny Bce BbUMe ONMCaHHbIE AEACTBUA Obl BbLUOMHEHBI TEXHUKOM 63 NULEH3UK,
TO MPOM3BOAUTENb CHUMAET BCE rapaHTWiiHbIe 06513aTeNbCTBa MO M3LENMIO.

2.2.2 PaboTa ¢ u3genimemM LO/MKHbI BbIMONHATLCSA B COOTBETCTBUM C AaHHBIM PYKOBOCTBOM.

2.2.3 PaboTbl N0 YNCTKE 1 06CNY>KMBAHUIO U3LENNA HEOBXOANMO BbINONMHATL B COOTBETCTBUW. CyJaHHbIM PYKOBOLCTBOM.

2.3 TpenynpexneHns

2.3.1 He ytunusupyitte n3genns, KOTOpble UCMOMb3YIOT) 3/1EKTPUYECTBO, KaK ObITOBbIE OTXOAbl, UCMOMb3yiiTe crelnaibHble
MeTOfb! N0 YyTUAU3ALUM UAN CYXObI N0 YTUAN3ALUMAaHHBIX U3LeNniA. CBXUTECH C,MECTHLIMM YNPaBSIOWMUMUK OpraHamu
ONS NONyYeHUss MHGOPMAaLMU OTHOCUTENBHO CAYXXKO, M YTUAM3aUMU AaHHbIX U3feaAnin, B ciyyae ecnu wnsgenusi, KoTopble
MCNOMb3YIOT 3NEKTPUYECTBO, OblUM YTUAU3MPOBaHLI BMECTE C ObITOBbIMW OTXOAamu; CYLLECTBYeT PUCK TOro, YTO MOXET
MPOV30ATU yTeuKa OMaCHbIX BELLECTB B FPYHTOBYH) BOAY M MOMAcTb B MULLy, YTO MOXET B CBOK) Ouyepedb HAHECTW Bpef
3[10POBbIO.

2.3.2 W3genve He noaxoauT ANs WUCNOMb30BAH™ B MPUCYTCTBUM JIErKOBOCMAMEHSIIOLLMXCA aHeCcTe3VpyoLWmX cMeceil ¢
BO3YXOM WJIN C KAC/IOPOLOM WK 38KUCHIO a30Ta.

2.3.3 Monb30BaTeto 3anpeLlaeTcs NbITaTbCA-CHATL HAKOHEYHMK 0 MOMHOW 0ETaHOBKM MOTOpA.

2.3.4 3anpeLLaeTcs cMa3bLIaTb MUKPOMOTOP  MAC/IOM, Hefb3si YTOObI MACc/o NOMazgano BHyTPb MUKPOMOTOpA.

2.3.5 3anpeLlaeTcs MCNob30BaTh XUMUYECKME Ae3VH(ULMPYIOLLIME CBOMCTBA)

3. BHewHwWi BUa

jiDIr 1%

Puc.2 MukpomoTop

Puc.1Pab6ounii 610K BUA cnepegm Pnc.3 CoegnHnTeNnbHsbin Kabenb MukpomoTopa

Pwuc.4 Pabounin 610K BUg c3agn



4. TexXHNYeCcKME XapaKTepUCTUKA

Cucrtema: Cuctema BEKTOPHOIO yrnpaB/eHus
Tun: BecLeTOYHbI MOTOp

CKopocCTb BpaleHus: 2,000 - 40,000 06/MuH
KpyTALLMIA MOMEHT: 3.4Hcm

MoLUHOoCTb Ha BXOJe: MepemeHHbIA Tok 230B, 50/60 Iy
MabapuTbl MOTOpA: h22XxL7 Imm

BEC MOTOPA:...ccieieveieeie e 67 p.

LLIYM: = oo <604b

VcTouHuk ceeTa: CeTtoguog, (6enblii CBeT)
KOMMYECTBO a3 e veerierieeereenenns 3

MoLHOCTb: 60 BT

BbicoTa ocx BpaLleHUA: --------------------- 46.3 MM

TUM OCK: i ACUHXPOHHBIE

MabapuTbl paboyero 610Ka;------- -------- [140.00 x.L1I1123.00 x B55.00 Mm
O6Lwii BEC HETTO: 950.00 rp:

CoefiHNTENbHbIV Kabenb MUKPOMOTOpa

OnnHa He 6onee 1000 Mm
Macca 200 r

AfanTtep

OnnHa 180x220 MM
Macca 200 1
lepMeTnYHaA KpbLUKa

MabapuThl 100x180 MM
Macca 300r

5. YcTaHoBKa
5.1 YcnoBusa TpaHCMOPTUPOBKU, XPaHeHN U SKCnyaTauun

TemnepaTypa paboyeii cpefpl:-=s~=--- 40~ +70 C°
OTHOCKTEe/IbHAsA BNAXHOCTb; z==2=----- 10% ~ 100%
ATMOC(HEPHOE JaBNEHUNE; ---==z=------- 50Kna~ HO6Kna

5.2 Cnoco6bl YCTaHOBKU:

LLar 1 Pa3svectuTe Paboumii 610K Ha CTOMMKE Bpaya CTOMATO/IOMMYECKON YCTaHOBKYM, 3aTeM ApUCOeaUHUTE 4-X KaHa/lbHbI
Kabenb AN HaKOHeYHVKa'K pasbeMy A/isi Kabens ¢ HaKOHeYHUKOM c3aam Pabouero 61oka.

LLar 2: CoefiHuTe Kabefb MUKPOMOTOPA C MUKPOMOTOPOM;-3aTeM NPUCOeSMHUTE Kabeslb MUKPOMOTOPA K pasbeMy [Jis kabens
c3agm Paboyero 6/10Ka.-MUKPOMOTOP pasmMecTuTe B Aeparesie Ans HAKOHEYHWKOB CTOMATO/IOrYECKOI YCTaHOBKM.

LLar 3: Moakntounte-agantep K PaboyeMy 610Ky 1 BKAKQUUTE NUTaHME.

LWar 4: MNocne TOro, Kak NUTaHWe BK/OYEHO, BbIHWNaTe MWKPOMOTOP M3 AepXaTens, MUKPOMOTOPOM MOXHO YMpaBfsTh C
nefanu ynpae/eHVsi CTOMATO/IOrMYECKO YCTaHOBKM, . MeTo/, paboThl Takoi Xe, KakK 1 ¢ BO34YLUHbIM MOTOPOM.

MpriveYdaHvie; .nefanb ynpaBneHUs He BXOAUT=B.KOH(Urypauuio YCTpOCTBa, Tefanb YnpaBfeHWs sBNseTcs 6asoBbIM
npesMeToM HAs 060/  CTOMATOMIONMYECKOI /YETaHOBKM. 10 HaMumio Megann  ynpaefeHWs  KOHCYNbTUpYITECh Yy
MPOV3BOAUTENE CTOMATONOMMYECKMX YCTaHOBOK!

6. PyKoBoacTBO Mo paboTe
MapK1poBKa 1 PYHKLUM KaXKA0A KHOMKK Ha paboyeil maHenu:



Pune.5. Paboyasn naHenb
6.1 HaxmuTe Ha nojady BO3fyxa Ha Mefjasm ynpaefieHus CTOMATO/IOrMYecKoll YCTaHOBKM, MUKPOMOTOP 3amnycTutca U
3aropuTca CBETOBOM WHAMKATOP; HaXMUTE Ha MNogadvy BOAbl Ha Mejasv yrnpaBieHUst” CTOMaTO/OrMYeckoin YCTaHOBKMY,
3anycTuTca nojaya Bofbl Ha MUKPOMOTOP.
6.2 HaxxmuTe Ha KHOMKY YMEHbLUUTL WK YBENMYNTL.CKOPOCTb, TaKUM 00Pa3oM, Bbl YMEHBLUWTE UN YBENNUNTE CKOPOCTb.
6.3 HaxxmuTe Ha KHOMKY peBepc 4N1s nepekoyeHUs-HanpasieHns BpaleHns. 3eneHbiii-MHAMKATOP Noj KHOMKOWM 03Ha4aeT, uTo
BK/IHOUEHO HanpaB/ieHWs BpaLLleHWs Briepes, KPacHbIi MHAMKATOP 03HAYaEeT, YTO BK/IOUEHO HanpaBieHVe BpalleHWs Hasag,
[MpeaynpeXxaeHre: Hukoraa He NbiTaliTeCh NOMeHsITb HanpaB/eHWe BpalleHMe MOTOpa, KOrfa OH paboTaer.
6.4 Bcero MOXHO NpyMeHUTb 3 BUAa HacTPOVkM KoaduumeHTa BpawweHus=1:5, 11 n 16:1. Korga xotute MOMEHSTb
KOS(h(PMUMEHT BPALLEHNS, HOKMUTE Ha HYXXHYIO BaM KHOMKY, BblOpaHHbIA - KO3(PULMEHT 0TOBPasMTCS Ha MOHMTOpE, a
BblGpaHHas KHOMKa O/HKHa 3aropeTbCs MOACBETKOIA.

KoadhpumumneHt [nana3oH ckOpoOCTM nepeparolLeiics Ha 6op (06/MuH)
16:1 125-2,500
11 2,000-40,000
15 10,000-200,000

7. TexHuYecKoe 06CNNy>KNBaHWE; PEMOHT, OUMCTKA

7.1 TexHuuecKoe 06CNyXXMBaHWE V)PEMOHT MOXET BbINO/HATbL TO/IbKO-AOArOTOB/EHHbIN KBAU(PULMPOBAHHLIA NepcoHa

7.2 B exefiHeBHOe 00CMYXMBaHUE) BXOAUT YMUCTKA MOTOPA B KOHLE paboyero AHA Ae3nHMULMPYOLWMM: CUPTOCOAepXKaLlm
pacTBOPOM, COAepXXaHWe crnvpTa B pacTBope He 6onee 2,5% no AAB. MNepea YMCTKOA MCMONb3yiiTe TEPMETUYHBIE KPbLLIKU Ha
nepesHelt 1 3aiHeid YacT MOTOPa (KakK Ha PUCYHKE HUXE).

MpeaynpeXxaeHe: 3anpeuaeTcs MCNoib30BaHWe NEPruapoas UM MOXOXMX Ae3NH(PULMPYHOLINX CpeacTB. 3anpeLlaeTcs
CMasblBaTb MOTOP MacnoM™“Wnau APYrvmy NO6GpUKaHTaMK, 3TO HEMCNpPaBHO NPUBEAET K MOCAEAYHOLLeli MOMOMKE MOTOpa,
KOTOpbI/A He ByfeT NOA/IeXKaTb rapaHTUIAHON 3ameHe.

7.3 Mocne ANUTeNLHOrOUCNONb30BaHUA PEKOMEHAYEM NPOU3BOAUTL 3aMeHY CheEMHbIX PE3VHOK W MPOKIALOK.

IMpyveyaHVie: MoTop HeAb3s CTePUNM30BaTb B aBTOK/ABE,, TaK KaK AaHHbIi MeTO CTEPUAMSALIMN HEraTUBHO CKa3blBaeTCs Ha
NPOLO/MKUTENBHOCT MMU3HN MOTOPA, a MPOBOLKA BHYTPU-MOTOPA MOXET NPUATU B HETOAHOCTb.

repmMeTuyHas repmeTnuHas
KpblLiKa KpbiLKa

B ]

Puc.6 MecTo KpenseHns repMeTUUHbIX Kpblllek



8. MapkupoBKa

9. MaTepuasibl, BCTyNaroLLMe B KOHTAKT C Opralii3MOoM.
3aenvie He BCTyNaeT B NPSIMOIA KOHTAKT C TE/IOM Ye/I0BeKa.

10.  epeyeHb MaTePUAsIOB XXUBOTHOMO 1 (W) HerioBEUYECKOr0 MPOVCXOXAEHUS:
YCTPOIACTBO He COAEPXKNT MaTepUasioB XXMBOTHOTO W (A1) YENIOBEYECKOTO NMPONCXOXKAEHVS.

11 [aHHble 0 cogepXxalmMxca B MeAULIMHEKOM W3Le/N NeKapCTBEHHbIX: TIpenapartax v (hapmaueBTUYECKNX
cybCcTaHUMSIX.
YCTpOIACTBO He COAEPXUT NeKapCTBEHHbIX NPENapaToB U PapMaLeBTUYeCKMX CyBCcTaHLmiA.

12, Komnnekraums
CTOMaTONornyecknii 6eCLLIETOUHbIN 3NEKTPUYECKNIA MOTOP B KOMI/NEKTE;

Pabouunii 610K

CoefuHNTENbHbIV Kabenb MUKPOMOTOpa:

ApanTep:

["epmMeTUYHaA KPbILLIKa:



PyKOBOZCTBO MO 3KCnlyatauum - 1.

13. Crepunmsaupms, AesnHpeKkums
YCTPOICTBO NOCTABNAETCA HE CTEPUBbHBLIM U He TPebyeT Ae3nHMeKUUN Nepe NPYMEHEHUEM.

14. CpoK cnyxo6bl
Cpok cnyx6bl n3gennsa coctasnset 10 e,

15. MapaHTUIiHbIe 06A3aTeNbCTBA
MpounsBoanTeNb rapaHTUPYET COOTBETCTBUE U3AENNSA 3a8B/IEHHbIM XapaKTepUCTMKaM, Npu YCnoBum cobnogeHmns TpeboBaHnsm
3KCnJyarauun, TPaHCMOPTMPOBKN U XPaHEHNS.

16. NopsAnoK OCYLLIECTB/IEHNA YTUAU3aUUN U YHUYTOXEHWA
MeamWLMHCKOe U3genme HeobX0AMMO YTUIN3MPOBaTh B-COOTBETCTBIME C TPEOOBAHMAMM AENCTBYIOLLEr0 3aKOHO4aTeNbLCTBA (B
TOM uuncne no CaHlMuH 2.1.7.2790-10).

17. YnakoBKa
Kaxablii KOMMOHEHT yMakoBaH B MHAMBUAYANBHYH YMAKOBKY W3 MOAUSTWAEHA W' MOMELLEH B TPAHCMOPTHYH KapTOHHYH)
KOpobKy. CTeHKM TPaHCMOPTHOM YMaKOBKM jMPONOXKEHbI MEHOMOMNYPETAHOBbIMM  BCTaBKaMM 18 aMOpTU3aLmMu npu
TPaHCMNOPTUPOBAHUMN.



18. TepeyeHb HOPMATUBHBIX 0KYMEHTOB/CTaHAAPTOB

MexXayHapoaHble:
EN ISO 13485:2012

ENISO 14971:2012

EN 1041:2008+A1:
2013

ENISO 15223-
1:2012

EN 980:2008

EN 60601-
1:2006+A1:2013

EN 60601-1-2:2007

EN
62304:2006+A1:2015
EN 60601-1-
6:2010+A 1:2015

MeguumHckve un3genma- CUCTEMbl  YMpaB/eHUs  KayeCcTBOM-
Tpe6oBaHWS K PErynsTopHbIM Le/sm

MeguumHckve n3aenvs- MNprveHeHVe yNpaBsieHns puckamm K
MEAULLLLICKAM U3LeNnsaM

WHopmavws, npeaoctaBnsemast NPOU3BOAUTENEM
MEAVLMHCKNX M3aenuii

MepuupHekve wmsgenns - OB03HaYeHUsl, KOTOpble [O/MKHbI
NCMOMb30BaTbCA  HAa  APAbIKaX — MEAVLMHCKUX — W3AEe/uiA,
MapKvpoBKe, W  WHGopMauys, KoTopas Ao/KHA  OblTb
npepocTaeneHa- Yactb 1 O6uime TpeboBaHWA

O603HaYeHUs 415 NCTOMb30BaHUS B MapKUPOBKE MEAMLIHCKUX
U3aennii

«MeauumHecKoe anekTpoobopyaesaHne -  Yactb 1 O6Lime
TpeboBaHMs K  6a30BO/  6E30MAacCHOCTM M OCHOBHbIM
3KCM/TyaTaLMOHHbLIM KauecTBam»

«MeanumMHCKoe anekTpoobopyaoBaHne - Yactb 1-2; O6uime
TpeboBaHMA K  6a30BOM.. 6e30MacHOCTM U OCHOBHbIM
3KCMJ/TyaTaLUMOHHbIM KayecTBaM-  [JOMONHUTENbHBIA CTaHAaPT!
AneKTpoMarH1THas COBMECTVMOCTb- Tpe6oBaHWs u
CTbITaHWS»

MporpavMmHoe obecrieyeHe MeaULIMHCKOTO U3LeNns-
IMpoLecchl XU3HEHHOFO.LiyK/Ta MPOrpaMMHOro 06ecrneyeHs
«MeauumMHCKoe anekTpoobopyaosaHve - Yactb 1-6. Ob6wime
TpeboBaHus K 6asoBoli  6€30MacHOCTM UM OCHOBHBLIM
3KCM/yaTaLUyOHHbIM. /KauecTBaM-  [lOMOSHUTENBHBIA  CTaHaApPT:
Y[06CTBO UCMONL30BAHUS»



HauywnoHanbHbIE:

No.

1

Kog

YY 0836-2011

YY/T 1043 1 -2016

GB 9706.1 -2007

YY 0505-2012

GB/T 14710-2009

YY/T 0628-2008

GB/T4205-2010

GB5023.1-2008

OnucaHne

CTOMATO/OrMYeCKMe HaKOHEYHMKM 1
MVIKPOMOTOPbI

CromarTonorusa - UHTErpupoBaHHOe
06opyoBaHue

MeauLyHCKOe 311eKTpuyeckoe 060opyLoBaHue -
Yactb L

OcCHOBHble TpeboBaHMs MO 6e30MacHOCTH
MeaMUMHCKOE 3M1eKTprYeckoe 060pynoBaHuMe -
Yactb 1-2:

OCHOBHble Tpeb6oBaHWMs- MO 6e30MacHOCTM 1
OCHOBHble (hYHKLMOHa/TbHbIE XapaKTePUCTUKM -
BcromoraTesibHbliA CPOK MO 3/1EKTPOMArHATHOM
COBMECTMMOCTM - TPEO0BaHWS U TECTbI
OCHOBHbIe Tpe60BaHMS 1 METOAbI TECTVMPOBAHNS
N MEAULMHCKORQ 3/1IEKTPUYECKOr0
060py0oBaHuS

YCTpoiAcTBO A/isi-cToMarosiorum - CUMBOSbI
MCMOMb3yeMbIe-[IPY MapKUPOBKe

OCHOBHble TIPUNOXKeHKE 1 6e30MacHOCTb paboTbl

OCHOBHbIE:Tpe60BaHMs MO NPOBOAKE



MpunoxeHue 1. TpebosaHua no AMC, pagmodacToTam.

PekomeHfauun 1 3aasneHue Npon3BoanTENS - 31eKTPOMArHMTHOE U3NyYeHune
MoTop npefHasHayeH 4ns 1UcnonbL30BaHus B SHEKTPOMarHVITHOVI 06CTaHOBKeE, onpe,qeneHHoﬁ HIKe.
KnneHT nnu nonb3osatens MOTOB [JO/MKEH 06ecneymnTb ero NCMosb30BaHKe B TaKoM cpeae

TecT Ha BbI6pOCHI
0TpaboTaBLUMX ra3os

PagunonsnyyeHue
CISPR 11

PagnonsnyyeHue
CISPR 11

n3nyyeHve,
co3/aBaemMoe
r"MOHMUYECKNMMN
TOKamm

IEC 61000-3-2
Kone6aHve
HanpsKeHUi /
peskue nepenagpl
HanpsXkeHus

IEC 61000-3-3

CooTBeTcTBME

Mpynna 1

Knacc B

HeT BBOZA 3M1EKTPOCETH

HeT BBOZA 3N€KTPOCETH

SNeKTPOMarHMTHas cpefa - peKoMeHaaLmum

MoTop MCMoNb3yeT PafiMOYacTOTHYHD 3HEPTU0 TOMbKO ANs
CBOMX BHYTPEHHUX (YHKLMIA. M03TOMY €ro pagmoyacToTHoe
U3NlyYeHWe OYeHb HU3KOE W He MOXET BbI3BaTb KaKWX-Nn16GO
MoMeX A/ HaxoAsLLerocs PsiioM 3NeKTPOHHOTO 060OpY0BaHNs

MoTop NoAXoAuT ANA MENONMb30BaHWs BO BCEX YUPEXAEHUSIX,
BK/HOYast XW/ble NOMELLIEHUS U MOMELLEHUs!, HEeMoCpeACcTBEHHO
NoAKMtoYeHHbIE K OBLLECTBEHHOM HWU3KOBO/LTHON 3MIEKTPOCETH,
KOTOpasi CHabaeT 3AaHus, UCMo/b3yemble Ans GbITOBbLIX Lie/ei.



PekomeHzaLunun 1 3a8B1eHNE NPOU3BOANTENA - BOCIPUMMUYMBOCTb

MoTop npefHasHaveH Ana 1Cnosb30BaHNA B SHEKTpOMaFHVITHOVI 06CTaHOBKe, onpe,qeneHHon HIXE.
KnveHT nnu nons3osareni MoTop A0/xeH 06ecneymnTb ero UCMosb30BaHKE B TaKOM cpene

Tect
HEBOCMPUUMUMBOCTA
3AneKTpocTaTUyecKuii
paspsig (ESD)
IEC 61000-4-2
DneKTpuYecKmne
6bicrponepexofHble
npoLiecchl/BCrneckn

IEC 610004-4

Bcnneck

1EC 61000-4-5

MpoBa/ibl  HAMPsKEHNs,
KpaTKOBPEMEHHbIe

npepbIBaHNst "
U3MEHEHUS  HampshKeHUs
MUTaHWS Ha  BXOAHbIX
JIUHUSIX nuTaHus

IEC 61000-4-11

YactoTa Hanpa>keHnsa
(50/60 ru)
MarHMUTHOro nonsa

1EC 610004-8
MpumevaHne

PekoMeHzaLmn v 3asiB/ieHNEe NPOU3BOAUTENS - BOCMPUUMUYMBOCTD

IEC 60601
YpOBeHb TecTa

6 KV KOHTaKT
8 kV Bo3gyx

+ +

+ 2 KV ons nuHuii
3Hepromnozjayun

+ 1 kv pgna
BXO/IHbIX/BbIXOAH
bIX TUHUI

+ 1 kV nuHus K
NUHUN

+ 2 kV umHMA K
NUHUN

<5 % Ut
(>95 % nposan B

B TeyeHue 05
LmKna

40 % nT
(60 % nposan B
uT)

ana 5 uvknos

70 % nT
(30 % dip in UT)
ana 25 unknos

<5 % nTt

(>95 % dip in UT)
B TeyeHue 5 cek
3AIT

YpoBeHb
COOTBETCTBUSA

6 kV KOHTaKT
8 kV B0o3ayx

+ I+

Het
3NeKTpoceTH

BBOZJA

+ 1 kV gns
BXO[HbIX/BbIXOAHbI
XNWHWiA

HeTt
3NeKTpoCeTH

BBOJA

Het
aneKTpoceTu

BBOJA

30A/

OneKTpoMarHUTHas
peKkomeHzauUmmn
Mon pomkeH OblTb AepeBAHHbIM, 6ETOHHbLIM
UM M3 KepaMM4eckol namTku. Ecnu nosnbl
MOKPbITbl ~ CUHTETUYECKUM  MaTepuasiom,
OTHOCUTENbHAA BNXHOCTb [O/MKHA ObITb He
MeHee 30%

KauecTBO 3/MeKTpo3Heprum cetn cnepyet
ObITb  TUMUYHOW ANA KOMMEPYECKOW Wm
60/1bHUYHOI cpefpbl.

cpena

KauyecTBO aneKTposHeprum cet cnegyet
ObITE. TWUMWYHOW AN KOMMEPYECKON wnn
60ALHWNYHON Cpefpl.

KayecTBO 3/1eKTPO3HEprun ceTun  cnegyer
6biTb  TUMWYHOW ANA KOMMEPYECKON wu
60NbHNYHO cpep!.

Ecnn nonb3oBatens OSSEOSTAP Tpebyer
NOCTOAHHOM paboTsbl, peKoMeHyEeTCs
sanutat  OSSEOSTAP 0T  MCTOYHUKa
6ecnepeboiiHOro NUTaHWs UK GaTapeu:

YacToTa CeTM MarHWTHBIX Moneil [oMmkHa
ObiTb Ha YpOBHE, XapakTEPHOM TUMUYHON
KOMMEpYECKO 1Unn GoNBHUUHON cpese

Ut - HanpsbkeHune CeTU NepemMeHHOro Toka 0 NpUMeHEHUs YpOBHS TecTa.

MoTop npeAHasHayeH 419 UCNONb30BaHNS-B SHBKTpOMaFHVITHOVI 06CTaHoBKe, onpe,u,eneHHon HIXKe.
KnuneHT nnu nons3osatens MoTop [0/KEH 06ecneynTb ero UCMob30BaHNe B TaKow cpeae

Tect
HeBOCMPUUMYNBOCTU

HaBefieHHble
pagnoBO/HbI/MoMeXm
1EC 61000-4-6
M3nyyaemble
pagvoBO/HbI

1EC 61000-4-3

IEC 60601
TeCTUpYeMbIi
YpOBeHb

3 V™
150 kHz to 80
MHz

3 Vim

80 MHz to 25
GHz

YpoBeHb
COOTBETCTBUSA

MNeKTPOMarHUTHas cpefa - PeKOMeHAaLMM

MopTaTMBHOE™: M MOGWUILHOE 060OPYAOBaHMe

pagMoyacTOTHOM
1CMoNb30BaThCs

cBA3N
BONM3N

He
yacTeli

[IO/KHO
Moropa,

BK/IIOYaa Kabenu, PeKomMeHayemoe pacCToAaHune
pacCcyYMTbIBAETCA NO ypaBHEHWUIO, NPUMEHNMOMY
K YactoTe-nepefatymka.

PekomMeHI0BaHHOe paccTosiHMe

3V

3v/m d

d==12n/P

= 12w 80 My go 800 Mry

d=23VP 800 MI'y 0 2.5G Iy

e p-makcumanbHas HomuHanbHas BbixogHas
MOLLHOCTb MepejaTumka B BaTTax (BT) cOrJlacHo
[aHHLIM MPOW3BOAUTENS MepefaTumka. a D-
peKOMeHZyeMoe paccTosiHue B MeTpax (m).

Hanps)eHHocTb  nons 0T PUKCUPOBAHHbBIX
PagMo4acToOTHbIX nepesaTynKoB, KaK
onpegeneHo nccneaoBaHnem
3/1eKTPOMAarHUTHOM  06CTaHOBKM  (a)  Ha
nnowagKe, [Ao/MKHa OblTb MeHblle YPOBHA
COOTBETCTBMA B KaXKaom 4aCTOTHOM
[nanasoHe, (6)

Momexu moryT BO3HMKaTb B6M3M



060pyAOBaHMﬂ, OTMEYEeHHOro cnegyrowmm
CMMBO/IOM:

Mpumeyanne 1 Mpu 80 MHz 1 800 MHz, npumeHsieTcst 60/1ee BbICOKUI YaCTOTHBIN AManasoH.

MpumeyaHve 2 [laHHble pekOMeHfaLMM MOryT NMPUMEHATLCA He BO BCeX CUTyaumsx. Ha pacnpocTpaHeHue

3M1eKTPOMArHUTHbIX BOTH BAWAKOT MOTNOLLEHME 1 OTPXKEHNE OT KOHCTPYKLMIA, 06BEKTOB U Ntoaei
HanpsyeHHOCTb Mons OT (DUKCUPOBAHHLIX MepefiaTiMKoB, TakMX Kak 0as3oBble CTaHUUM And paguno
(coTOBLBr/GECNPOBOAHLIX)  TENE(OHOB W Ha3eMHbIX MOABWXKHbLIX — PafvOCTaHUMA,  MOBUTENBCKUX
paguocTaHuuii, AM 1 FM paguo v TenesellaHnsi HEBO3MOXHO TEOPETMYECKM MNpefckasaTb TOYHO. [Ans
OLIEHKV 3M1eKTPOMArHWTHOM cpefibl 3a CYeT (IMKCMPOBAHHbIX PafMOYacTOTHbK MepesaTynKoB, AOMKHbI
ObITb NpeaycMOTPeHbl 06CNef0BaHNA 3NEKTPOMArHUTHOV 06CTaHOBKW Ha niowagke. Ecnn n3mepeHHas
HanpsXeHHOCTb MO B TOM MeCTe, B KOTOPOM Mcnonb3yeTcs MoTop, NpeBbIlLaeT fOMyCTUMbIA YPOBEHb
cooTBeTcTBUA P®, MoTop, KOTOpbIA AOMKeH 6biTb COGMIOAEH 418 NPOBEPKM HOpManbHOW paboTbl. Mpu
06HapyXeHun c60eB, HEOOXOAMMO MPUHATIE JOMNONHUTENBHBLIX Mep, TakUX Kak nepeopueHTUpoBaHne umm
nepemelleHre MoTopa
B ananasoHe yacToT oT 150 KI'L, o 80 MI'L, cuna nons AomkHa 0bITb MeHbLue 3 B/M.




MpwvnoxeHwe 2. Mpoueaypa yCTaHOBKM 1 NPOBEPKN (PYHKLMOHMPOBAHNS U3AENUS.

LLlar 1 PacnakyiiTe BCe 3M1EMEHTbI MMKPOMOTOpA.

Lar 2. MpucoeamHuTe Kabenb aganTepa )l Kabenb MUKPOMOTOpa K J3afHeii 4acTu paboyero 610Ka
MUKPOMOTOpA.

Ka6enb MMKpomoTopa

Kabenb agantepa

LLar 3. BbiTalyTe LWAGHT UHCTPYMEHTA, KOTOPbIN Y)Ke-YCTaHOBMEH B CTOMATOMOMMUECKY0 YCTaHOBKY, U3 TOr0
rHe3aa, Ky/a Bbl XOTUTe NOMECTUTD LLMAHT MUKPOMOTOpA.



LLlar 4. MpucoeAnHMTe 3TOT LWIAAHT MHETPYMEHTA K pa3beMy Ha 3afHeli YacTi paboyero 6/10ka MMKPOMOTOpA.

PazbeM AN LWnaHra UHETPyMeHTa

LLlar 5. PasmecTute Kabesrb MUKPOMOTOpa C CaMUM MWKPOMOTOPOM B AepXkaTtefie AN UHETPYMEHTa, U3
KOTOPOrO Bbl BbITALLWAN LUNAHT A1 UHCTPYMEHTOB. AdanTep nok/aeuunTe K cetn 220B.



LLiar 8. BK/ounTe NUTaHKUe YCTAHOBKM U CHAUMUTE MUKPOMOTOP C AepxaTens. MUKpoMOTOp K-FOTOB K paboTe.

LLar 9. MpoBepbTe yHKLMM MAKPOMOTOPA NPy NMOMOLLM HaXKaTus Ha-Fefanb CTOMATONOrMYeCKOl YCTaHOBKM.
Mpy HaXXaTuM Ha nefanb A0/MKHA BKAYMTLCSA MOACBETKA MUKPOMOTOPA M OH [O/KEH HayaTb BpalLleHVe.
MpoBepbTe PErynnpoBKY CKOPOCTM 'V (PYHKLMIO peBepca MpW- MOMOLLM WX PEerynsTopoB, KOTOPble Mbl
3aKPenuan Ha [He naHenu ynpaBAeHus. Ecny kakas-T10 u3 (YHKUMA He paboTaeT, OTKIHOUKUTE NUTaHWe
YCTAHOBKM 1 NpOBepbTe MPaBWIbHOCTb MOAKMKOUYEHNs BCEX MPOBOAOB. ECNM BCe YCTaHOBNEHO MPaBULHO U
Kakas-To M3 (yHKUMI/A He paboTaeT WMIM caM MUKPOMOTOP.-‘HE paboTaeT, CBSXKMTECH C YMO/HOMOYEHHbIM
npefcTaBMTENEM MPOM3BOANTEASA MO BONPOCY FrapaHTUIMHOI 3aMeHbl 060pYA0BaHMS.

r7n s

Mpumep neganu

KoHTaKTHas uHhopmaLms

[Npowv3BoaUTe b JAHHOIO U3AeNNS:
Guangdong Harmonic Medical Company Ltd
MyaHayH MapmoHnK Megmkan Ko., JTrg



HOp. agpec: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District, Foshan City, Guangdong, China,
528225

Appec npoussoacTea: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District,-Foshan City, Guangdong,
China, 528225

Ten.: +86 757 85853030 dakc: +86 757 85853030

YMo/HOMOYEHHb I NPeACTaBUTE b Ha TeppuTopum Pd:
OO0 «HoBrogeH™

HOp. agpec: 355003, CtaBpononb, yn. Mupa, 367/21;

Ten./thakc: +7(8652) 525-888

AMeKTPOHHbIN agpec: www.novgodent.ru


http://www.novgodent.ru

Guangdong Harmonic Medical Co., Ltd.
'YAHOAYH T'APMOHVK MEOVKAJT KOMIMAHW AT/,

CTOMAaTO/IOTNYECKNN 6EeCETOYHbIA 3NEKTPUYECKNA MOTOP
R TCBro =X =uaH

MERCURY STAR 800EM

Bepcus No.: HO2
SKCKMOBMBHb I NpeACcTaBUTeNb Ha-TeppuTopn P OO0 «HoBrogeH™
355003, CraBponosb, yn. Mupa, 367/21; +7(8652)525-888
WWw.novgodent.ru
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1. NHCTpYKUNKN AN nosib3oBaTtens

11 PyKoBOACTBO N0O/b30BaTeNs

Mepes MCNONb30BAHWEM BHUMATENLHO MPOYMTaNTE AaHHOEe PYKOBOACTBO, YTOObI M36eXaTb HENpaBWLHOE UCMOMb30BaHWE Y
yb6epeyb U3aenve 1 Nonb30BaTenNs OT NOBPEXAEHWIA.

1.2 LleneBoli nosb3oBaTesb

[JaHHoe n3aenve npegHasHayaeTcs 19 CTOMATONOMOB 1 NePCOoHaa ¢ MegULMHCKUM 06pa3oBaHUEM:

1.3 OnucaHune cMBO/OB

CnefytolLme CUMBO/IbI MOTYT BCTpeYaThCs B JaHHOM PYKOBOACTBE W Ha Neibne m3genns Unmn Haero akceccyapax. Hekotopble
CUMBO/IbI 0603HaYat0T COOTBETCTBME CTaH4apTaM Mpy UCMOJb30BaHUN U3AENNS.

o3 AaHHOe MeIMLMHCKOe U3fenue COOTBETCTBYET [lpeKTuBe
CC EC «o mepuuuHCKux usgenunsax» 93/42/EeC..

[JaTta npou3BoACTBa.

I I I MpounseBoanTenb

IPXO 060py0BaHNe 06LLero HazHaYeHNs
IPXI BpbI3ro3allnLieHHbIl B 060pyA0BaHNA

icnonb3yeTca TOMbKO B MOMELLEHUN

NepeMeHHbI TOK

SN CepuiiHblii HoMep
A MpnumeyaHune
* Tun B paboyas yactb

MPABUNAYTUNNWNI3ALWK.(He yTunusmposatb AaHHoe
n3fenue, Kak HeoTCOPTUPOBAHHBIE ObITOBbIE OTXOAbI.
Heobxogumo cobupatb AaHHbIe 0TX0Abl OTAENLHO OT
0CTasIbHbIX COrMacHo crneuunanbHbIM TpeboBaHMAM Mo
yTunmsauum.

O6patuTech K pyKoBogCTBY / OykneTy

1.4 Knaccudgmkayms

1.4.1 O6opyposaHue Knacca I,

1.4.2 Pabouve yactn Tuna B:

15 HasHaueHve mMeaMLMHCKOrO U3fenna

[na nogaun ABVKYLUEA MOLLHOCTU K HAaKOHEUYHWKY 6OpMalluvHbl B CTOMATONOTMYECKOl [OWarHOCTUKE, MPU NeYeHUn u
onepawmax B rocnuTansgXy KIMHUKax poToBOi NOMOCTY.

16. Ycnosua NnpuMeHeHUs

Vicnonb3yeTca B MEAULNHCKUX YUPeXOEHUAX.

17 O6nacTb NpUMeHeHNs

Cromartosnorus.

1.8. MoTeHUManbHbIA NMonb3oBaTes/lb

V3genns MOFYT.MCMO/b30BaTb TOMBKO CTOMATOMORM U KBa/MULMPOBAHHBIA CTOMATOMOMMYECKWIA MEepPCcoHan, W3YyUMBLUMIA
PYKOBOACTBA 1M0: UCM0/1b30BaHMIO.

19 MokasaHua

Vicnonb3yeTtcs Ans nofgaqumn ABKYLLENR MOLHOCTM K HAKOHEYHUKY 60pMaLLWHbI.

1.10. TpoTmBoOMoKasaHus

OTCyTCTBYHOT.

111.  Tlo60ou4Hble AeACTBUSA



He BbIABNEHDI.

1.12.  PUCKM NPUMEHEHUS MELULMHCKOIO U3aenns

B npouecce aHanu3a puckoB 6bl1 cienaH BbIBOS, YTO 3TO U3AeNMe C HU3KUM PUCKOM W YTO NH06ble CYLECTBOBABLUME PUCKU
OblM  yCTpaHeHbl MOCPEACTBOM UCMbITaHUA 6e30MacHOCTW, MpaBWbHOTO MoAGOopa MaTepuanoBy U  WMHCTPYKUWA Mo
MCNOJb30BaHNIO. ITO MOATBEPXKAAETCA HECKO/IbKUMM FOfaMU PbIHOYHOIO OMbITa C MUHUMa/IbHBIMU YKasiobamu 1 OTCYTCTBUEM
cepbesHbix TpaBM. Kpowme TOro, MeavuMHCKUE WCCef0BaHUs, BbIMOSHEHHbIE C NPUMEHEHMEM YCTPOWCTBA, He OBHApYXWUK
Cepbe3HbIX TPaBM 1 MOKa3a/iv BbICOKUIA YPOBEHb YCMeLHOCTU. Takum 06pa3oM, naenve 6e30mnacHo.

2. BesonacHoOCTb U NpeaynpexaeHus

2.1 O6was nHhopmaums

Mepen KaxabiM MCMONbL30BAHWEM MO/b30BaTe b [O/MKEH Y6eAUTbCH B TOM, YTO W3LENME WCMPaBHO M WCMOMb3YeTcs B
NpaBu/IbHbIX YC/TOBUAX.

[aHHoe u3fenne CNPOEKTUMPOBAHO AN MUCMOMb3QBaHUA B CTOMATONOMMM, K PaboTe "G HUM MOXET ObiTb AOMYLLEH TOMbKO
MeLULMHCKMIA nepcoHas. J1roboe Apyroe Mcnonib3oBaHne He AoMycKaeTcs.

2.2 LleneBoe Ha3HayeHue

«LleneBoe HasHayeHMe» BKIIOYAET CNefyHOLUESMHCTPYKLUMU N0 UCMOMb30BaHWUIO M FapaHTMI0 TOro, YTO BCE NPOBEPOYHbIE U
CepBUCHbIE paboTbl 6bIfn BbIMOHEHBI.

2.2.1 YcTaHOBKa, 1OpPaboTKU, HACTPOMKMW, MSMEHEHUS WM PEMOHT OMKHbI MPOM3BOAMTLCSA KBAMUGULUPOBAHHBIM TEXHUKOM.
O6s3aTeNnbHO Nepef yCTaHOBKOW 000pyaoBaHMst yoeanTecb B KBATMMKALMU-MEJULIMHCKOTO TEXHWKA UM AUCTPUOBLIOTOPA,
KOTOpbI MpefaraeT Bam ToBap. B cnydae ecnv Bce BbNMe OMMcaHHbIe AEACTBMSA Obl/IM BbINOHEHbI TEXHMKOM 6€3 NLEH3MM,
TO MPOV3BOAMTENb CHUMAET BCE rapaHTWiHbIE 06513aTeNbCTBA MO U3LENMNIO:

2.2.2 PaboTa C n3enmemM [O/MKHbI BBIONHATLCA B COOTBETCTBUM C AaHHBLIM PYKOBOACTBOM.

2.2.3 PaboTbl N0 YMCTKe ¥ 06CNY>KUBaHWIO 3NN HeOOXOAMMO BbIMOAHSATL B COOTBETCTBUM C JAHHLIM PYKOBOACTBOM.

2.3 TlpegynpexaeHus

2.3.1 He ytunusmpyiite nsgenus;. KOTopble UCMOMb3YIOT 3NEKTPUYECTBO, KaK ObITOBbIE OTXOAbl, UCMOMb3YiTe CreunasibHble
METOAbI MO YTUAM3ALUM WK CAYAKObI MO YTUAM3aLUM JaHHbIX U3gennil. CBSHXKUTECh C MECTHBIMM YAPABMSIOLLMMM OpraHaMm
NS MONYYEHMS MH(OPMALMU-—OTHOCUTENLHO CAYX6 N YTUAM3AUMM AaHHbLIX W3Lenvii. B cnyuyae, ecnn m3genus, Kotopble
NCNO/b3YIOT 3MEKTPUYECTBO,<0bINN YTUAN3UPOBaHbI BMECTE /6-OBITOBbIMU OTXOJaMUu, CYLLEeCTBYET PUCK TOro, YTO MOXET
NPOM30MAT YTeuka OMacHbIX” BELLECTB B FPYHTOBYHO BOAY W MOMacTb B MULLY, YTO MOXET B CBOK OYepedb HAHECTU Bpen,
3[10POBbIO.

2.3.2 WN3penve He nNoAXOAWUT ANS WCMONb30BaHMA B MPUCYTCTBUM JIErKOBOCMIAMEHSIOLMXES: aHEeCTe3NPYIOLLMX CMeceil ¢
BO3YXOM W/ C KAC/TIOPOLOM WM 3aKUCbIO a30Ta.

2.3.3 Monb3oBaTeN/3anpeLLaeTcs NbiTaTbCs CHATL HAKOHEUHWUK A0 MOMHOW OCTaHOBKM MOTOPA.

2.3.4 3anpelLaeTca cMasbllaTb MUKPOMOTOP MAc/ioM, HEfib3sl 4T0ObI Mac/io Nonagano BHyTPs MUKPOMOTOpA.

2.3.5 3anpelLaeTcd UCNOb30BaTh XMMUYECKUE Ae3UHENLMPYIOLLME CBOMCTBA.



3. BHelwHuI BUg,

Puc.1 Pabounii 6nok Bua cnepeam Puc.2 MukpomoTop

Puc.3 CoegnHuTenbHbli Kabenb MUKpOMOTOpa

4. TeXHNn4YecKune XxapaKTepucTuKun

CUCTEMA e e CucTema BEKTOPHOI0 yNpas/ieHns
TUN el BecLyeTouHsbiii-MoTOp

CKopoCTb BpalleHus: 2,000 - 40,000 06/Mu1H
KpyTawmin MOMeHT: 3.4Hcm

MOLLHOCTb HABXOLE ...cvevevereenieieaieneenees MepemeHHsIn Tok 230B, 50/60 Iy,
MabapuTtbl MOTOpa: h22><b71iMMm

Bec moTopa; 677rp.

LW M e <60ab

WcTouHuK cBeTa: Csetoamog (6enblii CBeT)

Konuuectso thas: 3



MoLLHOCTb; 60 BT

BbICOTa OCY BPALLEHMSA: ... e 46.3 MM

TUM OC: s ACUHXPOHHbIE

MabapuTbl paboyero 6/10Ka;---------------- [,150.00 x LLI 140.00 x B60.00 mMm
O6Lwuii BeC HETTO; 1250.00 rp.

CoefuHNTENbHbI Kabenb MUKPOMOTOpa

[OnvHa He 6onee 1000 mm
Macca 200 T

Apantep

OnnHa 180x220 MM
Macca 200 T
epMeTyYHas KpbLUKa

FabapuThbl 100x180 MM
Macca 300r

5. ¥YcTaHoBKa

5.1 Ycnosus TpaHCNOPTUPOBKM, XpaHeHUa W-3Kkcnayaralmm

TemnepaTypa paboyeii cpeapl;-------- 40 ~'+70 C°
OTHOCUTeNbHasA BIaXKHOCTb:--------- 10%.~ 100%
ATMOC(EepHOE faBNeHNE:-------------- 50Kna~ KO6Kna

5.2 Crnocobbl yCTaHOBKY:

LWar 1: Pasmectute Pabounii 610K Ha CTOIMKE Bpaya CTOMATOMOMMYEEKO/ YCTaHOBKM, 3aTeM MPUCOEANHUTE 4-X KaHabHbINA
Kabesb 41 HaKOHEeYHUKa K pasbeMy Ans Kabens ¢ HaKOHeYHUKOM c3a4m Pabodero 6/10ka.

LLlar 2: CoeiMHWTe Kabenb MUKPOMOTOPA C MUKPOMOTOPOM, 3aTeM, IPUcoeanHNTe Kabelb MUKPOMOTOPA K’ pasbeMy A1 kabenst
c3aau Paboyero 6/10ka. MVKpOMOTOP pa3sMecTuTe B AepXkaTenie 47151 HAKOHEYHNKOB CTOMATO0MMYECKQ-YCTaHOBKN.

LLlar 3: MoakntounTe aganTtep-k-Paboyemy 610Ky 1 BKIHOUMTE NTaHMe.

LWar 4: MNocne TOro, Kak NUTaHWe BK/OYEHO, BbIHUMATE MUKPOMOTOP M3 fepXaTens, MUKPOMOTOPOM MOXHO YMpaBfsiThb C
nefanm ynpaeneHns CTOMatoIorMueckoii ycTaHoBku. MeTof paboThl TaKoM Xe, Kak 1 C BO3AYLLIHbIM/MOTOPOM.

IMpmveyaHve: nefanb ynpaBneHUs He BXOAUT B KOHAMEYpaumMio YCTPOICTBa, Medasb YAPaBfieHWst sBfsieTcs 6a3oBbIM
npegMeToM A1 M0G0, CTOMATONOMMYECKO YCTaHOBKM, [0 Haivumio nefjain  ynNpaBAEeHWsS  KOHCYMbTUPYWTECh Y
NPOV3BOAMTENEA CTOMATOOrMYECKMX YCTaHOBOK.



6. PykoBoacTBO no paboTe

MapKMpOBKa 1 (hYHKLMM KaXKAON KHOMKM Ha paboyeit naHenu:

6.1 Haxmute Ha nojadvy BO3dyXa Ha Mefami. yNpaBfeHUs CTOMAaTO/0MMYECKON YCTaHOBKM, MUKPOMOTOP 3anmyCcTUTCA W
3aropuTCs CBETOBOW WMHAMKATOP; HaXKMUTE jHa nojady BOAbl Ha Nefaid YAPaB/IEHWUS CTOMAaTOMOMMYECKOW YCTaHOBKM,
3anycTuTcs nojaya Bofbl Ha MUKPOMOTOP.

6.2 HaxxmuTe Ha KHOMKY YMEHbLUUTbL UK YBEINYNTL CKOPOCTb, TAKUM 06Pa3oM; Bbl YMEHbLLIUTE WX YBEIMUUTE CKOPOCTb.

6.3 HaxxmuTe Ha KHOMKY peBepc A1 NepeKMHYeEHNs HanpaBieHUs BPaLLeHNs:=3eNeHbIli MHAMKATOP MO KHOMKOW 03HAYaeT, yTo
BK/THOYEHO HanpasfieHWs BPaLLeHWs Brepes;: KpacHbIN MHAMKATOP 03HAYaeT| HTO BK/IKOUYEHO Hanpas/ieHue BpalleHus Hasag.
[NpeaynpeXxaeHre: Hykoraa He NbITaldTECh MOMEHATL HanpaB/eHWe BpawieHne MoTopa, KOrfa OH paboTaer.

6.4 Bcero MOXHO MNpUMEHWTb 3 BUAA HACTPOMKM KoadhdmumeHTa BpalleHust 1:5, 11 u 16:1. Korga XOTWTe MOMEHSTb
KO3(h(PMLMEHT BpaLLeHUsl, HOKMUTE. HA HY>KHYIO BaM KHOMKY, BblGpaHHbIA KO3(h(uUnMeHT 0TOOpasWTCA Ha MOHMTOpE, a
BbIGpaHHas KHOMKA [0/MKHa 3arOpeThCs MOACBETKOIA.

KoathcpmumeHT [viana3oH CKopocTu nepegatoLLelica Ha 60p (06/MUH)
16:1 125-2,500
11 2,000-40,000
15 10,000-200,000

JOono/HUTENBHO: Bbl MOXeTe paboTaTb MMKPOMOTOPOM.G€3- CTOMATONOMYECKOW YCTaHOBKM, MUKPOMOTOP MOXET paboTaTb
HE3aBMCUMO. HaXxMuTesAMTaHNe Ha paboueid naHenm, MMKPOMOTOP 3anyCTUTCA U MHAMKATOP BafOpuTCS, Aaslee OCYLLECTBAANTE
paboTy cornacHo NyHKTam 6.2, 6.3, 6.4.



7. TeXHMYeCKoe 06CNyXXMBaHWE, PEMOHT, 0UMCTKA

7.1 TexHN4ecKoe 06CMyXXMBaHNE U PEMOHT MOXET BbIMOHATL TOMBKO MOArOTOBEHHbIA KBAIM(PULMPOBaHHbI MepcoHa.

7.2 B exefiHeBHOe 0OCMYXMBaHWE BXOAUT YMCTKA MOTOpA B KOHLE paboyero AHs Ae3vHMULMPYIOLWUM;CNUPTOCOoepKallMm
pacTBOPOM, COZepXKaHue cnupTa B pacTBope He 6onee 2,5% no A[B. lMepepn YACTKOW NCMOMb3YINTE FEPMETUYHbIE KPbILLIKA Ha
nepesHel 1 3afiHel YacTu MOTOpa (KaK Ha PUCYHKE HUXE).

[MpeoynpexkaeHvie: 3anpelyaeTcs MCNOMb30BaHWE MEPruapons UM MOXOXMX AE3VH(PULMPYIOWAX CpeacTB. 3anpeLiaeTcs
CMasblBaTb MOTOP Mac/ioM WX ApYrMu f06pUKaHTaMu, 3TO HeWUcrpaBHO NpUBEAET K MOCAEAYIOLLE MO/OMKE MOTOpa,
KOTOPbIiA He ByAeT NoA/eXaTb rapaHTUIAHON 3aMeHe.

7.3 Tlocne AMTeNbHOro UCMOo/b30BaHMs PEKOMEHLYEM MPOM3BOAUTL 3aMeHY ChbeMHbIX PE3UHOK. U NPOKIaL0K.

[MpyivedaHe: MoTop Henb3si CTEPUNM30BaTb B aBTOK/IaBE, TaK KaK AaHHbI METOZ CTepUU3alMM HEraTMBHO CKa3blBaeTCs Ha
NPOLO/MKUTENBHOCTY XMU3HN MOTOPA, a MPOBOAKA BHYTPX:-MOTOPa MOXET NPUIATU B HEFO4HOCTb.

["epmeTUYHaA epmeTnyHan
KpPbILLKa KPbILLKa

PncyHaK'5: MecTo KpensieHnsa repMeTUYHbIX KPbLLl ek



8. MapKupoBKa

Al W, -1
(5- ' em'ssH-/mift "l -Ait=i'444W - UOTOK™'<)(IM« *'CfID9
f- * . 5SNi -iI'0tM
9. MaTepwuanbl, BCTynawwme B KOHTAKT C OPraHU3MOM.

3nenve He BCTyNaeT B I'IpFIMOI7I KOHTAaKT C TENNOM YeNOBEKa.

10. MepeyeHb MaTepuanoB X MBOTHOTO U (NIN) YENIOBEYECKOTO NMPOUCXOXKAEHUS.
YCTPOIACTBO He COAEPXKMUT MaTepuanoB XXMBOTHOTQ-4. (UNN) YENOBEYECKOTO MPONCXOXAEHNS.

11. [aHHble 0 coAepXalluxcs B MeANLUMHCKOM U3aennn nekapcTBeHHbIX NnpenapaTax u
hapMaueBTUHECKNX CyOCTaHLUAX.
YCTPOICTBO He COAEPXKMT NleKapCTBEHHbIX NperapaToB U (hapMaLleBTUYeCKUX CyBCTaHLNiA.



12. Komnnekrauums

CTOMaTONMOrMYeCKuNiA 6ECLLETOUHDI 3NEKTPUYECKMIA MOTOP B KOMINEKTE:

MUKDPOMOTOP .ttt e 1
PaBOUMIA BITOK: ..t 1
1
i
CoeMHUTENbHBIN Kabelb MUKPOMOTOPA: ....c..everee s bieaihe 1
PV U =T oSSR NN ]
-y

[ePMETUUHAA KPBILLKA: -....ovveeee i e 2
PyKoBOZCTBO MO 3KcnyaTauuu: 1

13.  Crepunusapus, je3snHgekyns

YCTPOICTBO NOCTABASETCA HE CTEPU/IbHBIM M He TPEBYET Ae3VHMEKL UM Nepes NPUMeHeHNEM.

14,  CpoK-enyxobl

Cpok cny6biu3aenns coctasnseT 10 net.

15. MapaHTuitHbIe 0653aTeNnbCcTBA

Mpon3BoAMTENb FapaHTUPYeT COOTBETCTBUE U3/ENNS 3asBNIEHHBIM XapaKTepPUCTMKaM, NpW YCNOBUM COBMOAEHNS
Tpe6oBaHUAM 3KCMyaTauun, TPAHCMOPTUPOBKM 1 XPaHEHMS.



16. TMopsij0K OCYLLECTB/IEHUS YTUNM3ALUN N YHUYTOXEHUS

MeayUMHCKOE M3aene HeO6X0AMMO YTUM3MPOBATL B COOTBETCTBME C TPeOGOBaHMAMM AEMCTBYHOLLEIO 3aKOHOAATE/bCTBA
(8 TOM umcne no CaHllMuH 2.1.7.2790-10).

17. YnakoBKa

KaxbIii KOMMOHEHT YMaKoBaH B UHAVBMAYa/IbHYHO YMaKOBKY U3 MOMMSTUMIEHA 1 NMOMELLIEH B TPAHCTIOPTHYHO KapTOHHYHO
KOpOBKY. CTEHKM TPAHCMOPTHOI YNaKOBKY NMPO/IoXKeHb! AEHOMOINYPETaHOBbLIMM BCTaBKaMIA /1S aMOPTM3aLMM MpK
TPaHCTOPTUPOBAHUN,

18. MepeyeHb HOPMATUBHBIX JOKYMEHTOB/CTaHAaPTOR

MexzyHapopHb €:
EN1SO 13485:2012  MeguumHckme uspenns- (CUCTeMbI YNpaBieHNst KauecTBOM-
TpeGoBaHWS K PEryNATOPHBIM LENSM
EN ISO 14971:2012  MeguupmHckme naaenus-JIpUMeHeHe yrpasieHst pUCKami K
MEVILIMHCKVM M3AeNAN
EN 1041:2008+Al: | AHdopmauys, MpefocTas/iseMas MpoM3BoAUTENEM

2013 MEAVLIMHCKUX N3AeuiA
EN 1SO 15223- MeauUMHCKe m3fenst -  OGO3HaYeHNs, KoTopble JOMDKHb
1:2012 MCTIONb30BATLCA HA  APMIbIKAX  MEAULIMHCKAX  WSAEWIA,

MapKMpoBKe,  M=-\MH(opMauys,  KoTopas — AO/DKHas ~0biTb
npegocTae/neHas Yactb 1 O6Lupe TpeboBaHWA

EN 980:2008 O603HaueHs SIS UCTIO/b30BaHMSA B MaPKVPOBKE MEAULIMHCKMX
n3genuii

EN60601- «MeULIMHCKOE) 3N1eKTpoobopyaoBaHe -  Yacte ™ 1 O6uie

1:2006+A1:2013 Tpe6oBaHNs. K  6a30BO  6E30MacHOCT /M- OCHOBHbIM

3KCNyaTaloHHbIM Ka4ecTBam»
EN 60601-1-2:2007  «MeanuuHCKoe 3neKTpoo6opyosaHie - Yacts 1-2: O6wme
TpeboBaHMs K  6a3oBOii  6e30MacHOCTW-~. ‘M OCHOBHbIM
3KCN/yaTaUMOHHbIM KavecTBaM-  [LONOMHATENbHBIA CTaHAApT:

OneKTPOMarHMTHas  COBMECTUMOCTb- » TpeboBaHWs K
VCTbITaHNS»
EN MpOFpAMMHOE 06ecrieyeH e MeAULMHCKOLO M3es-
62304:2006+A 1:2015 potiecchl XKU3HEHHOTO LyIK/Ia NPOrpaMMHOro 06ecreyeHms
EN60601-1- «MeaunumHcKoe aneKTpoo6opyaoBaHme - YacTb 1-6: O6lme
6:2010+A1:2015 Tpe6oBaHMA K  6a3oBOMi  6e30MacHOCTM U OCHOBHbIM

9KCM/yaTaUMOHHbIM  KayecTBaM- JlOMOMHMTENbHBIA CTaHAapT:
Y [06CTBO UCMO/b30BaHMS»



HavoHabHb ke,
No.  Kog

1 YY 0836-2011

2 YY/T 1043 .1 -2016

3 GB 9706.1 -2007

4 YY 0505-2012

5 GB/T 14710-2009

6 YY/T 0628-2008

7 GB/T4205-2010

8 GB5023.1-2008

OnucaHne

CTOMAaTOMIOrMYeCKIe HAKOHEYHVKM 1
MVKPOMOTOpbI

CromaTonorus - UHTerpupoBaHHoe
060pyfoBaHVe

MeouLMHCKOe 3M1eKTpUYeckoe 06opyLoBaHue -
Yactb 18

OcCHOBHble TpeboBaHMs Mo 6e30MacHOCTH
MeauLmHCKOe 3neKTpryeckoe 06opyLoBaHe —
Yactb 1-2:

OcCHOBHble TpeboBaHMs 110 6e30MacHOCTY 1
OCHOBHble (DYHKLIMOHA/IbHbIE XapaKTePUCTUKM -
BcriomoraTe/ibHbIA-CPOK M0 3/1eKTPOMar HUTHOA
COBMECTUMOCTU - TPeb0oBaHWs U TeCTbI
OcHOBHble TpeboBaHWA 1 METObI TECTUPOBaHUA
LNs MeMLIMHCKORO 3/IEKTPUYECKOr0
060pyfoBaHNS

YCTPOICTBO /18 cTOMATONM0rN - CUMBO/IbI
1crosnb3yemsie, Npy MapKUpPoBKe

OCHOBHbIE-APUNOXKeEHIE 1 GE30MaCHOCTb PaGOThI

OCHOBHBble Tpe6oBaHMs MO NPOBOAKE

MpunoxeHune 2. TpeboBaHUsa no IMC, pagnovactoTam.

PekomeHaaumn 1 3adBfeHne Npon3BoanTeNs -(31eKTPOMarHMTHOe U3yyeHme
MoTop npesHasHayeH Ana 1cnosb3oBaHns B 3ﬂeKTpOMaFHI/ITHOVI 06CTaHOBKEe, onpe,u,eneHHon HIKe.
KnuneHT nnu nonb3osatens MoTop Ao/xeH 06eCREYNTL €ro 1CMob30BaHUE B TaKoli coene

TecT Ha BbIGpOCHI

oTpaboTaBLUMX ra3oB CooreetcTaue

PagvonsnyyeHne
CISPR 11 Fpynna 1

(P:?glsgmiqueme Knacc B

U3nyyeHve,

C03/1aBaemMoe

rapMOHWNYECKAMU HeT BBOZja 3neKTpOCETU
TOKamm

IEC 61000-3-2

KonebaHue

HanpsKeHUi /

peskvie nepenagpl HeT-BBOAa 3M1EKTPOCETU
HanpsbkeHns

IEC 61000-3-3

SNeKTpoMarHuTHas cpeda - peKoMeHgalum

MoTop WCMONb3yeT pafuoyacTOTHYH -3Hepruio TOMbKO A/
CBOWX BHYTPEHHWX (DyHKUMIA. T03TOMY €ro paguMoyacToTHOe
U3NlyyeHWe OYeHb HWU3KOE U He MOXKET BbI3BaTb KaKUX-1MGO
NoMeX [11 HAXOAALLErocs pPsAoM 3EKTPOHHOT0 060py0BaHNs

MoTop MoAXoAuT ANs MUCMO/B30BaHUS BO BCEX YUPEXAEHUSX,
BK/HOYAst XW/Ible NOMELLEHUS. N MOMELLEHNS, HENOCPeACTBEHHO
NOAKNtOYEHHbIe K 06LLECTBEHHON HIU3KOBO/LTHOI 3N1EKTPOCETH,
KOTOpast CHaGXaeT 34aHUR; CMO/b3yeMble 151 GbITOBbIX LN,



PekomeHzauum 1 3asaBneHne NPoU3BOAUTENA - BOCMIPUMMUYMNBOCTb

MoTop npeAHasHayeH 419 UCNONb30BaHNA B SHEKTpOMaFHI/ITHOI‘/‘I 06CTaHOBKe, onpe,qeneHHon HIKe.
KnneHT nnn nons3osatenb MoTop JO/MKEH 06ecneunTb ero UCMob3oBaHUE B TaKOW cpeae

Tect
HeBOCMPUMYUMBOCTY
AneKTpoCcTaTUYECKNA
paspsag, (ESD)

IEC 61000-4-2

DneKTpuYeckmne
6bicTponepexofHble
NPOLECChI/BCMNECKM

IEC 610004-4
Bcnneck
1EC 61000-4-5

MpoBanbl  HanpsXeHWs,
KpaTKOBpeMEeHHbIe

npepbIBaHus "
U3MEHEHUS HanpsKeHwst
NUTaHWs  Ha  BXOAHbIX
JIMHUAX nuTaHus

1EC 61000-4-11

YacToTa
(50/60
MarHUTHOro

HanpskeHns
)
nons

LLIC 61000-4-:

MpumeyaHmne

PekomeHpaLm1 1 3aAB/1eHNE NPON3BOANTENS]. - BOCNIPUMMUYNBOCTL

IEC 60601
YpOBeHb TecTa

6 KV KOHTaKkT
8 kV B03ayx

+ I+

+ 2 KV ans nuHnia
3Hepronogauu

+ 1 kV pnq
BXO[IHbIX/BbIXOLH
bIX NMHNIA

+ 1 kV nuHua K
NNHUN

+ 2 kV nuHua K
NNHUN

<5 % Ui
(>95 % nposan B
Ut

B TeyeHne 0.5
umKna
40 % nT

(60 % nposan B
nT)
ona 5 umknos

70 % nT
(30 % dip in UT)
ona 25 uuknos

<5 % nT
(>95% dip in UT)
B TeyeHue 5 cek
3AIT

YpoBeHb
COOTBETCTBUSA

6 KV KOHTaKT

+
+ 8 kV B0O3ayx

Het
3NeKTpoceTH

BBOZJA

+ 1 kv pgnd
BXOLHbIX/BbIXOHbI
x NAHWIA

Het
aneKTpoceTu

BBOJA

Het
aneKTpoceTu

BBOZJA

30A/T

OneKTpoMarHUTHas
pekomeHgaLmn
Mon pomkeH OblTb AepeBAHHLIM, GETOHHLIM
UM M3 Kepammuyeckoil namtku. Ecim nosmbl
MOKPbITbl ~ CUHTETUYECKUM  MaTepuasnom,
OTHOCUTENIbHAA BIAXKHOCTb [O/MKHA ObITb He
MeHee 30%

KayecTBO 3/MeKTpO3IHeprum cetu cnepyet
ObITb  TUMUYHON ANA KOMMEPYECKOW Wm
60/1bHUYHOM cpefpl.

cpefa

KauecTBO._3M1eKTPO3HepPruM cetu cnegyeT
ObITb ) TUOWYHON AN KOMMEPYEcKoi wm
6O/bHUYHOI Cpefbl.

KaueCTBO 3neKTpO3Heprum cetu crefyet
ObITb “TUMUYHOW AN KOMMEPYECKOR wm
60MBHNYHON cpefpb!.

Eenn” nonb3oBatens OSSEOSTAP Tpebyer
NOCTOAHHO paboTbl, peKoMeHayeTcs
sanutatb  OSSEOSTAP 0T  WUCTOYHMKE
becnepeboiHOro NUTaHKs UK Gartapeu.

YacToTa CETM MarHWTHbIX MQJEA AoMKHA
ObiTb Ha YpOBHE, XapakTepHOM, TUMUYHOM
KOMMepUecKoii 1nm 6onbHUYHOM-cpeae

Uj - HanpsbkeHue ceTu NepeMeHHOF0 TOKa A0 NPUMEHEHNS YPOBHSA TecTa.

MoTop npeAHa3sHayeH Ana 1cnosb3osBaHnsa B SﬂeKTpOMaFHI/ITHOVI 06CTaHOBKe, onpe,qeneHHoﬁ HIKe.
KnueHT nnu nonb3osarens MoTop AoxeH 00€CMeYNTb €ro UCMOMb30BaHUE B TaKOi cpene

Tect
HEBOCMPUUMYNBOCT

HaBegeHHble
pagnoBo/HbI/MoMeEXH
1EC 61000-4-6
M3nyyaemble
pagvoBo/HbI

1EC 610004-3

IEC 60601
TECTUPYEMbIi
YpPOBeHb

3 \Y

150--kHz to 80
MHz
3 Vim
80“MHz to 25
GHz

YpoBeHb
COOTBETCTBUSA

NeKTPOMArHUTHas CPEfa - PEKOMEHAALMM

MopTaTBHOE 1 . MOOMILHOE 06OpYyAOBaHWe
pagno4acToTHO
1CMoNb30BaTbCS

CBA3N
BONU3N

He
yacTeli

[O/MKHO
Mortopa,

BKNtOYas Kabeau, PeKomMeHayemoe paccToaHue
paccynTbIBAETCA M0 ypaBHEHUIO, NPUMEHNMOMY
K 4aCToTe nepegarvymka.

3V

3v/m d

PekomMeH/j0BaHHOE paccTosiHNe
d= 12wP

= 12\W 80 Mry fgo 800 My

d=23VP 800 MI'y 4o 2.5G Iy

rae=p-MakcumanbHas HoMuHaNbHas BbixogHas
MOLLHOCTb MepeaaTumka B BaTTax (BT) cOrnacHo

JaHHbIM Mpon3BoAUTENs nepefaTuMka a D-
PeKOMEHLyeMoe paccTosiHWE B MeTpax (m).

HanpskeHHOCTb  nonsi 0T (PUKCMPOBaHHBIX
PaAmMoYacTOTHbIX nepesaTyMKoB, KaK
onpegeneHo nccneaoBaHem
3/IEKTPOMarHUTHOM  06CTaHOBKM  (a)  Ha
nnowiasKe, [Ao/MKHa OblTb  MeHblle YpOBHSA
COOTBETCTBUA B KaXX,0M 4aCTOTHOM
[unanasoHe.(6)

Momexu moryT BO3HMKaTb B6/M3M



o60py,q03aHV|ﬂ, OTMEYEHHOro cnepyrowmm
CMMBO/IOM;

MpumeyaHve 1 Mpu 80 MHZz 1 800 MHz, npumeHsieTcs 601ee BbICOKUIA YaCTOTHbIN AnanasoH.

MpumeyaHve 2 [aHHble pekoMeHfaLUMM MOTYT MPUMEHATLCA He BO BCEX cuTyauuax. Ha pacrnpocTpaHeHue

3M1eMPOMar HUTHbIX BO/H BAVAIOT MOTNOLLEHNE U OTPaXeHWe OT KOHCTPYKLMIA, 06beKTOB 1 Ntofeit
Hanps)eHHOCTb Mo 0T (DMKCUPOBaHHBLIX MepefiaTiNKoB, TakMX Kak 6as3oBble CTaHUWUW [0 paguno
(coTOBbLIX/6ECMPOBOAHBIX)  TENe()OHOB U Ha3eMHbIX MOABWXKHBLIX — PafUOCTaHUMA,  NMHOBUTENBCKUX
paguocTaHumii, AM n FM pagno u TeneselaHWs HEBO3MOXHO TEOPETMYECKM MpeAckasaTb TOYHO. Ons
OLIEHKV 371eKTPOMarHWTHOM cpefbl 3a CYeT (OMKCMPOBAaHHbBIX PaAMoYacTOTHLIX MepefaTuMKoB, AOMKHbI
6bITb NpesycMOTPeHbI 06CNEeA0BaHNA 3NEKTPOMAarHATHON 06CTaHOBKW Ha mnowagke. Ecnn n3mepeHHas
HanpshkeHHOCTb NONA B TOM MecTe, B KOTOPOM MCMonb3yeTcs MoTop, NpeBbIlLaeT fOMyCTUMbIVA YPOBEHb
cooTBeTcTBUS PP, MOTOp, KOTOPbI/ [OMKEH ObITb COBMIOAEH ANA NPOBEPKM HOpPMabHOM paboTsl. Mpu
06HapyXeHun c60eB, HEOOXOAMMO NPUHSATME JOMNOMHUTENBHLIX Mep, TaKNX'KaK NnepeopueHTUpoBaHne umm
nepemeLleHre Motopa

n B gnanasoHe yactoT oT 150 KI'w, o 80 MIL, cuna nonsa fo/mkHa 6T MeHbLLe 3 B/M.

MpunoxeHue 3. Npouesypa yCTAaHOBKN U MPOBEPKU (PYHKLUOHUPOBAHUS) M3 ENNS.

LLlar 1 Pacnakyiite BCe 3/1EMEHTbI MMKPOMOTOpA.

War 2. MpucoeamHuTe SKabenb agantepa M Kabenb . MUKPOMOTOpa K 3adHeli Macfu pabouero 6G/oKa
MUKPOMOTOPA.

Kabenb MMKpoMeTopa

Kabenb agantepa



LLlar 3. BbITallWTe LUNaHT UHCTPYMEHTA, KOTOPbIN YXKe YCTaHOB/IEH B CTOMATO/OMMYECKYHO YCTAHOBKY, 13 Toro
rHe3aa, Ky/a Bbl XOTUTE NOMECTUTD LUMAHT MUKPOMOTOpA.

LLlar 4. MpucoeAnHUTE 3TOT LUNAHT MHCTPYMEHTA K pasbeMy Ha 3aHeil-4acTv pabouero 6/10ka MUKPOMOTOpa.

PasbeM-A/151 LWNaHra MHCTPYMEHTa

LLlar 5. Pa3svectute Kabesb MUKPOMOTOpa C €aMMM MUKPOMOTOPOM B [Jepyatene A/ WHCTPYMeHTa, U3
KOTOPOr0 Bbl BbITALIWAN LNAHT AN19 UHCTPYMEHTOB. AfanTep noaknounTe K cetv 220B.



LLlar 8. BkntounTe NnuTaHMe YCTAHOBKM U CHUMUTE MUKPOMOTOR ¢ AepxkaTtens. MMUKpPOMOTOR K FOTOB K pa6oTe.

LLar 9. MpoBepbTe (yHKLMM MUKPOMOTOPA NPK NOMOLLM HaXKaTWUS Ha Nefasib CTOMATONOMMYeCKON YCTaHOBKM.
Mpy HaXaTUM Ha Mefanb A0/MKHA BKNOUWTLCA MOACBETKA MWUKPOMOTOPA M OH AO/MKEH HayaTb_BpalleHue.



MpoBepbTe PErynMpoBKY €KOPOCTU U (YHKLMIO peBepea Mpu MOMOLUM WX PErynsTopoB,’ KOTOPbIE Mbl
3aKpenuan Ha [He MaHenu ynpaeneHus. ECnM Kakas-To M3 (yHKUMA He paboTaeT, OTKAUMTE MUTaHWe
YCTaHOBKM W MPOBepbTE MPaBWIbHOCTL MOAK/IHUYEHNS BCEX NPOBOAOB. ECNM Bce YCTaHOBAEHO MPaBU/ILHO W
Kakas-T0 13 (yHKUWiA He paboTaeT UM caM MUKPOMOTOP He paboTaeT, CBSXKMUTECH 'CoYMOMHOMOYEHHbIM
npeacTaBATENeM NPOU3BOAMTENS MO BOMPOCY FapaHTMIAHON 3aMeHbl 060PYA0BaHNS.

Mpumep neganu

KOHTaKTHast H(hopMauusa

[NpousBoauTenb faHHOMO U3aEINA:
Guangdong Harmonic Medical Company-Ltd
I"'yaHayH [MapvoHrK Meaykan Ko., J1ig,

tOp. agpec: The Third Floor A, Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District, Foshan City, Guangdong, China,
528225

Agppec npoussoactea: The Third Floor A, ‘Building Nan, No. 9 of North Park East Road, Shishan Town, Nanhai District, Feshan City, Guangdong,
China, 528225

Ten.: +86 757 85853030 dakc+86 757 85853030

YMO/THOMOYEHHb I npeacTaBuTeb Ha TeppuTopun Pd:
OO0 «HoBrogeHT»

HOp. agpec: 355003, CtaBponosb; yni. Mupa, 367/21;

Ten./chakc: +7(8652) 525-888

AMeKTPOHHBIN agpec: www.novgodent.ru


http://www.novgodent.ru

CepTurkaumoHHbIi Homep 190560591-001

HacTosWwmMm NOATBEPXKAAETCS, YTO CneuuanbHas neyatb 415 YAOCTOBEPEHUS TOPFOBbIX
CAeNoK KWTaicKoro KOMWUTETA MO COAECTBMHO PasBUTMS MEXAYHapOAHOW TOPFOBAM W
MOANUCH YNOMHOMOYEHHOTO NMNLA (YxaH AAaHbMUH) ABNSIOTCS AeNCTBUTENbHBIMM.

lMepBblIii cCeKpeTapb KOHCY/IbCKOrOo AenapTameHTa
MuHMCTepCTBa MHOCTPaHHbIX Aen Kutaiickoit HapoaHoi Pecny6imku
28 Hos6ps 2019 ropa
/Moanuck/
/L T pux-kopn/
003211814

/MeuaTb: KoHcynbCcknii pgenapTaMeHT MUHUCTeEpPCTBA MHOCTpPaHHbIX gen’/KuTaickoli HapogHoii
Pecny6nukwn/

Mepesena Cokonosaflrogmnna BavecnasosHa



Poccuiickasa degepauuns
"opog MockBa.
[JBaguatb yeTBepTOro gekabpyg ABe TbhiCAYN AeBATHAALATOTO roga.

4, Mo3sryHoBa Hatanbsi .CepreeBHa, HoTapuyc ropoga:~MociCebl, cBLLeTeNbCTBYHO
NoA/IMHHOCTb NoAnucK nepesoavrika Cokonosoli Slloagmunbl BauecnaBoBHsbI. Mlogriuck caenaHa B
MOEM MPUCYTCTBUW.

JINYHOCTb, NOANMCABLLErO JOKYMEHT YCTaHOB/EHA. y A
3aperucTpupoBaHo B peectpe 3aNe 77/381-H/77-2019- /
B3bICKaHO rocyjapCTBEHHON MOLMHLI (MO Tapudy): 100 py6. 00 Kor.
YNnayeHo 3a OKasaHiie ycnyr NpaBoBoro
1 TEXHNYECKOTO XapaKTepa: 200 py6.00 kon.

H.C. Mo3ryHoBa

Bcero npoLunTo,, NPOHYMEPOBaHO U

CKpensieHo neyarsio *MA5nuct

HoTtapuyc



