3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



Beglabigte Aschif

Technical File

MeDioStar NexT " *

(Version 1591)

Asciepion Laser Technologies GmbH

Brusseler Str. 10
D - 07747 JENA
Germany

Tel.: +49 (0) 3641 / 7700 - 100

Fax: +49 (0) 3641/ 7700 - 102
E-mail: service@asdeDion.com

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



Asciepi™n

11 Conformity aisestme”™
1.2 Declaration of conforniity.

2 Device Description

21 Device description................ CL T L e 4
2.2 Intended USE......coiiiiiiiiiiiiiiieeee 4
2.3 Contraindications......ccccccceeieeees caee L s e 4
2.4 Functional description........cccceevvvviiiinieeiiiinennns 5
2.5 List of devices................ 6
2.6  Materials.....ccccooeevveeeeenennn. 6
2.7 ACCESSOrIieS.cciiieieriieenennnnn. 6
2.8 Classification........cccceevviveeeens 6
3 DesSign .. 7
4 TeStiNg..oovveeeieeeei e 7
5 Manufacture........cccoeeveeeenineeecnnnnn. 8
6 Cleaning and Sterilization........... cooeeeeiieenn. 8
6.1 Cleaning and sterilization Process desSCription.........ccciveeriiuiieiiueeeiiieeeieeeeie e e eaee e 8
6.2 Cleaning and sterilization process validation...........cccccuuuuuuuiuiiiiiiiiiiiiiiiiiieieeeereeeee—. 8
7 Packaging and Labeling......c.............. 8
7.1 Packaging description and validation............... 8
7.2 Labeling description and validation..............cooooeiiiiiiiiniiiiniennnne 8
8 YTy Y - Ve T Yo 1= 11 =Y 2| SO 9
9 LU EST 1 o 111 8T 9
10 Essential REQUITEIMENT.......ccuuiiiieeice ettt e e e e e e e e e e e e e e ettt e e e e e e e e e eeaabaeeeeeens 9
101 ER CRECKIST.c.uiii it et ettt ettt ettt e e eat et e e e eaa e e e s e e e eae e e esaeeeeseeesnsaeeaseeeas 9
10.2 List of Standards apPPlied......cccueeeeeiiiee et e e e e e e e e e erae e 9
O O 11 Y 1o L B - X - U SRR 9
12 Quality Certificates.........ccccevveennnnn. 10

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



Asdepl*n
Technical File Mediostar NeXT PRO

1 Declaration on Conformity

1.1 Conformity assessmentprocedure
This device has been assessed for conformity through the following procedure:

MDD 93/42/EWG Annex VI, Manufacturer's Self-Declaration

1.2 Declaration ofconformity
The declaration of conformity for this device is appended to this file.

CEMeDioStar 1591; 1592

Page 3 of 10
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2A Functionaldescription

Technical description
Laser

The MeDioStar laser is a pulsed high power diode laser (laser class 4).

The emitted wavelength is in the near infrared (NIR) of between 755 nm and 950 nm.

The laser beam emission is activated by pressing the foot switch.

Power supply unit

The integrated power supply units transform the line voltage in rectified low voltage for the
electrical supply of the device.

Control

The output parameters and the safety systems of the device are monitored and controlled by a
microcontrol system.

Operating modes

The device operates in both single pulse mode and continuous mode.

The device is designed for continuous operation in the specified ambient conditions.

At high room temperature and high average power it is possible that, after longer treatments, the
device goes into the cooling mode for a short time to guarantee the efficiency of the skin cooling.
Operation

The device is operated via a touchscreen. The data are output by an LCD with plain-text user
guidance. Depending on the operating mode different parameters - such as fluence, pulse
duration, pulse rate and others - can be set as described in the Operation chapter.

In addition to the parameters selected, other data such as the laser mode (STANDBY or
READY), the handpiece used and, if necessary, error plain-text messages are displayed.
Cooling

The internal cooling system is required to prevent the component groups from being overheated.
The lost heat is dissipated to the ambience via a water-air heat exchanger. A pump circulates the
coolant through the component groups and the heat exchanger. In addition to this, integrated
temperature and flow sensors provide safe operation.

The device cooling is ensured by the indoor air. External cooling water is not required

To maintain the cooling effect, the device should only be operated in the specified ambient
conditions. The ambient air should be dustless. At the openings provided for cooling the device, a
minimum distance should be kept to air-tight objects (e.g. the wall of the room). (See chapter
Installation).

Skin Cooling

Next to the laser tip is a metal probe at the handpiece, which is cooled by an integrated Peltier
ele-ment. Together with the procedure described in chapter Application it is guaranteed that the
epi-dermis is cold before the laser pulse impinges. The temperature of the probe is monitored.
Safety units

The device is equipped with several safety units that have been provided to avoid maloperation
and unintentional activation of the system:

Laser emergency STOP switch. Key switch. Power switch. Foot switch, STANDBY mode.
Automatic shut-down Remote door interlock contact Acoustic signal

Page 5 of 10
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2.5 Listofdevices

Designation Description

Jilk,,,— =

MeDioStar (NeXTPRO)

(item no. 1591)
MeDioStar Handpiece ST
(item no.4020)

MeDioStar Handpiece HP
(item no.4022)

MeDioStar Handpiece VAS
(Part no.4021)

MeDioStar handpiece with
XLS laser tip (item no. 4070
+4071)

MeDioStar handpiece with
XLL laser tip (item no. 4070
+4072)

High power diode laser (main unit)
Standard handpiece for hair removal

High-power handpiece for hair removal
Handpiece for vascular treatment

Handpiece with large spot for anatomically difficult
areas (e.g. upper lip)

Handpiece with very large spot for large treatment
areas

2.6 Materials

This device is made of typical materials used in electronic instruments. These includes PCB's,
Liquid Cristal Display (LCD), electronic switches and wirings and a metal chassis.

2.7 Accessories

See the List of devices 2.5

2.8 Classification

Classification: 93/42/EEC Class lib, Rule 9

UMDNS No.: 16-948 Laser, therapeutic

Laser classification according to EN 60825-1:2007: The MeDioStar is classified as class 4 laser.

Software safety classification acc. to EN 62304:2006: Class B

Page 6 of 10
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3 Design

The design history is founded under the following DHF number:
ALT-M 003/14 MeDioStar NeXT™® 1591/1592

The summary of safety relevant material is documented in the following document:

FB 7331 LoCC MSPRO V03 AWi/15/02/03-01

4 Testing

For a complete list of tests and testing protocols used to validate and verify the safety /
effectiveness of this device is found in the following table:

Testand Testing protocols

Test Protocol 1EC60601-1

Test Protocol EMC

BEMC Evaluation
Evaluation of software
development

Evaluation of laser safety

Device Verification and Validation
Validation Packaging
Evaluation of Labeling

Verification and Validation
Software (Listed in Traceability
Analysis document)

Laser Verification

Verification Handpiece

Verification biocompatibility

Verification electronic components

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

document

21215627 _001_ IEC60601-1 Test report.pdf

MSPRO EMC (B Test Report S.G - 1430-13-EE-14-PB002
(AL.73532 Bewertung EMV MSPRO VOI- MMo/14/08/25-01
A.7365 IEC62304 MSPRO - RH/14/07/01-01

21215627_001_attm#3_IEC60601-2-22.pdf
(L7355 IEC EN 60 825-1 MSPRO- 1S/14/02/12-02
FB 7351 Verifizierung MSPRO Vs.02 - Awi/14/11/10-01

FB 7351 Validierung Verpackung MSPRO Vs.02 - KL/14/11/06-01

(L7356 O_GA MeDioStar Vs.02 Z1/14/10/27-01

(L7357 Gerateschilder MeDioStar Vs.05 AWi/15/01/20-01
(7363 BN 980 MeDioStar Vs.Ol MMo/14/08/19-04

A_7364 BN 1041 MSPRO MMo/14/07/04-01

FB 7314 Traceability Analysis MSPRO Vs.04 - RH/15/02/03-04

FB 7351e Verification Report MSPRO Energy Adjustment rev 01-
MMo/14/08/19-01

FB 7351e Verification Stabilty of Laser output MSPRO
\VV01_MMO/14/08/19-02

FB 7351e Veri Energy Adjustment HS XLVV01_MMol40819-01
FB7351e Veri MSPRO HP VOI I1H141111-03.paf

FB 7355 Laborbericht MSPRO SpotgroRe Homogenitat JE141204-
01.pdf

FB 7351e Verification Biocompatibility V02 - 1H/14/06/17-01
FB7351e FB7351e Verification Biocompatibility Vs02 -
IH/14/12/01-02

FB 7351 _Verifizierung ACB3 V5.0l - CB/14/07/01-01
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8 Risk Management

Risk analysis, risk management and post-market surveillance for this device is found in the Risk
Management File:

FB 7302 RAaC MSPRO MOS RH/14/11/10-01

9 Usability

The usability engineering File and evidences of the Usability Engineering process can be found in
the following document:

CL 73523 EN 62366/60601-1-6 MeDioStar 1591, 1592 Z1/15/04/10-01
FB 7351eMeDioStar 1591, 1592 ZI1/14/04/22-01-01

10 Essential Requirement

10.1 ER checklist

The evidence of conformity with the Essential Requirements for this device is documented in the
following document:

CL 7351 Conformity MOD 93 42_EEC MeDioStar 1591/1592 CaM/14/11/12-01

10.2 Listofstandards applied

The complete list of all standards that have been applied in the design/testing/Validation of the
device can be found in the following document:

CL 7321 Relevante Sicherheitsnormen MeDioStar NeXT° SE Vs. 02 MMo/14/08/21-01

11 Clinical Data

Clinical data for this device is summarized in the following report:

FB 7351e ClinEval MSPRO V01 Z1/14/03/27-01

Page 9 of 10
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12 Quality Certificates

The facility and organization involved in the design and manufacturing of this device have obtain
the following 1SO certifications;

Asclepion Laser Technologies GmbH, Briisseler StraUe 10. 07747 Jena, Germany
e EC Certificate Directive 93/42/EEC (Registration No.: HD 60105768 0001)

Certificate EN 1SO 13485:2012 / EN 1SO 13485:2012/AC:2012 (Registration No
60105769 0001)
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laser Technologies
EG-Konformltatserklarung

EC Declaration of Conformity

Asclepion Laser Technologies GmbH
Briisseler StraBe 10
07747 Jena
Germany
Wir erklaren hiermit die Uberetnstimnnung des Medizinproduktes
We 'Hectare the compliance of the medical device ;

MeDioStar
ALT-Artikel-Nr.MLT-commoc//ty no.: 1591; 1592
Klassifizierungj%toss///cot/on: Klasse Il bgemaft 93/42/EWG Anhang IX

Class llb aeTréTp to M/42/EEC Annex IX

mit der EG-Richilllriiefur Medizinprodukte 93/42/EWG AnhensgiH
(Benannte Stelle: Rheinland LGA Products GmbH", TiHystra"e ., 90431 Nurnberg, Nr. 0197;

Registriernummo* Ht #097279 0001).
Durch nichtvon der AscfeMion Laser Technologies GmbH autortsferite Anderungen an diesem Produkt

verliert diese ErklaruRglhre<Siii{jgkeit.

with the requirements of the Medical Devices 93/42/EEC Annex |I

(notifiedbody:, TUVRheinland LGA Products GmbH", Tillystr. 2, 90431 Nurnberg, no. o197
registration no. HD 60097279 0001).

Any modification to the product, not authorized by Asclepion Laser Technologies GmbH, will invalidate

this declaration.

Zugrundeliegende Konformitatsakte/ underliyng technicalfile: ALTM03/14

Harmonisierte Normen/ Harmonized Standards:
Grundlegende Anforderungen nach RL93/42/EWG Anhang I mit alien zutreffenden harmonisierten

Normen.
Essential requirements of Directive 93/42/EEC, Annex | with alt relevant harmonized standards.

Jena, January 2072015
Asclepion Laser Technologies GmbH

Diese Erklarung ist giiltig bis:
This declaration is valid until:  02.12.2015

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



luehastogine

AR e
o #2305 ¢ wa/;; K

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



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

Aator Toahnilogwe




C1e2¢ Toihaalagun

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



Fathnologsn

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



FB 7331
Revision: A

no type and
item number

7. Handpiece
Plastic Handpiece
cover 400106035/

71 400106103

7.2

7.3

731

7.3.2

7.3.3

734

7.35

7.3.6

7.4
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Bayblend T65
Allruna W55 E203
alternative to oart 7.1;
Plastic Handpiece
cover 400106035
Bayblend T65
Allruna W55 E203

Laser Module

Part of Pos.7:
Laser Diode Module
DILAS C3N-V068
808+940nm

for handpiece ST
and HP
alternative to oart
7.2.1:

Laser Diode Module
JOLD-580-QA-8A
for handpiece ST
and HP

Part of Pos.7:
Laser Diode
DILAS C3N-
V068.5-940nm
for handpiece VAS
alternative to oart
7.2.1:

Laser Diode
JOLD-150-QA-3A
for handpiece VAS
Part of Pos.7:
Laser Diode
DILAS C3N-1S62
(2xV099)-
808+940nm

for handpiece XL
Part of Pos.7:
Laser Diode
C3N-760-940-
V068.3-E5.1.15
for handpiece ALX
Part of Pos.7:

ESD Relais
CP1A-12V
550103054

List of safety relevant materials and components

Identification No.: AWi/15/02/12-01

Identificallon code/year/montWday-number

manufactur operating

or

Bayer
Allod

Bayer
Allod

Dilas GmbH

Jenoptik
GmbH

Dilas GmbH

Jenoptik
GmbH

Dilas GmbH

Dilas GmbH

Nais/
Panasonic

ratings

Device
inside
<50 °C

Device
inside
<50 °C

usie V
Ip<100 A
Pps700 W
PmSI26W

Us16v
Ip<100A

Pps700 W
PMEI26 W

Us6V
Ip590 A
Pp5250 W
PM544W

usev
Ip590 A
Pp5250 W
Pm<44W

U545V
Ip5110A
Pp52400W
PM5260W

U516V
Ip580 A

Pp5560 W
PmM5I00W

12V
<1lA
500 V

nominal
ratings

70°C

70°C

Ubi6Vv

Ip 5120 A
Pp5840 W
Pm<126W

us16Vv

Ip 5130 A
Pp<840 W
Pm5I26W

U56V
Ip5100 A
Pp5250 W
PM544W

U56V
Ip 5100 A
Pp5250 W
PM544W

U5 48V
Ip5130 A

Pp52640W
PM5400W

us16Vv
Ip 580 A
Pp<560 W
Pm5I00W

14V
10A
500 V

Standard no./,

Edition

RoHS, REACH
Verified by ALT

RoHS, REACH

\rified by ALT

Tested and
verified by ALT

Tested and
verified by ALT

Tested and
verified by ALT

Tested and
verified by ALT

Tested and
verified by ALT

Tested and
verified by ALT

Tested and
verified by ALT

* -
«
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User manual

MeDioStar

Brand names:
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Authorized Representative on the Territory of the Russian Federation:

Lasers Medica
Bulatnikovskaya str., 1-5,
office 11, 117403, Moscow, Russia

Manufacturer:

°n
Asciepion Laser Technologies GmbH

BrUsseler Str. 10

D - 07747 JENA
Germany
vwwvw.asclepion.com

Customer service:

Phone: +49 (0) 3641 /7700 - 401
Fax: +49 (0) 3641 / 7700 - 402
E-mail: service@asciepion.com
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1 Introduction

All versions of the device are referred to as MeDioStar or device hereinafter.

11 General information

»  This user manual contains the information required for the intended use of the device.

» It corresponds to the applicable national, European and international directives and laws on
product liability of an integral component of the complete product.

» The most important objective is to protect persons against dangerous situations and the device
against damages caused by improper use.

The information from this user manual is absolutely required to operate the devices. Therefore, please
familiarize yourself with the contents and pay special attention to information concerning safe operation
of the device.

Incorrect use of this device can lead to severe health damage.

Unintended use of the device is understood as failure to observe the warnings, notes and in-

formation forthis user manual, the improper use or maintenance and modification to the de-
vice! . ft

1.2 Symbols in the user manual

The following symbols are used to draw your attention to residual risks, which could not be covered by
appropriate safeguards, or to other possible dangers.

This symbol Indicates a potentlal danger to the life and health of persons.

Failure to follow these instructions can lead to severe health damage and life-threatening inju-
ries.

CAUTION
.This symbol indicates a potentially hazardous situation.
Failure to follow these instructions can lead to injuries.

The following symbols are used to give instructions on operating the device:

Important information L
s This symbol indicates important information about proper handling of the device. Failure to

follow these instructions can lead to property damage, device malfunctions or interference in

the surrounding area. - 3-
-»  F L
Tip - - r
e r,, This symbol indicates application tips and particularly useful information. This information al
lows for optimal use of all functions on the device.

159099047-V1-24March 2016-UMHMSPRO-RUS (en)
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2 Intended use

2.1 Intended application

MeDioStar is a pulsed diode laser (laser class 4) used for removing unwanted hair, treating acne, vascular
treatments and for skin rejuvenation. Melanin and blood absorb a significant portion of the laser radiation
in the wavelength range emitted by the laser, whereas the surrounding skin only absorbs a little. This de-
stroys the target structure with heat while protecting the surrounding skin.

More specific, detailed information about application can be found inthe chapter Application.

2.2 Contraindications

CAUTION

Intensive laser light in the infrared range can cause thermal damage to skin structures. The
contraindications listed below stem from approximately 15 years of clinical experience with la-
ser devices for this intended use. They do not claim to be complete or to have unlimited valid!-i
1. o niong

»  Light sensitivity

» Intake of preparations that increase sensitivity to light

»  Cellulite therapies in the treatment area (wait a few weeks)
» Cancerous and pre-cancerous lesions in the treatment area
*  Haired nevi inthe treatment area

»  Herpes simplex in the treatment area

»  Tendency towards excessive scarring

»  The laser must not be applied to the area near the eyes!
(There have been occasional reports of ophthalmitis and sight impairment despite the eyes being
protected by intraocular shields!)

»  Treatment of children, and women who are pregnant or nursing
(There are no clinical studies for these patients)

e Tanned skin inthe area to be treated.
(Postpone treatment, use sun protection cream!)

» Tattoos inthe area to be treated (avoid during treatment)

Contraindications specifically for the treatment of spider veins on legs:
»  Surface varicose veins with a diameter larger than 3 mm
»  Branch and secondary varicose veins

o Ulcers

» Diabetes

»  Vasculitis

e Stasis dermatitis
» Podedema

*  Neuropathy of the legs
» Intake of corticosteroids in the last three months
»  Thrombophlebitis

159099047-V1-24March 2016-UMHMSPRO-RUS (en)
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2.3 Possible side effects

Please see chapters Application/ Epilation/ Possible side effects and Application/ Vascular treatments/
Possible side effects.

2.4 Requirements for the user

Laser radiation from the device can lead to thermal changes in tissue structures.

Treatment must only be carried out by a doctor or under the supervision of a doctor (simply
referred to as the user in the following).

Furthermore, only users who demonstrate applicable technical knowledge based on their ed-
ucation, skills and practical experience may use active medical devices.

It must be expressly noted that only users who receive training for the device and have con-
firmed such training by signing the medical device book may use the device.

Corresponding courses on laser safety for medical applications are also offered by Asclepion Laser Tech-
nologies GmbH.

2.5 Classification of the medical device
MeDioStar meets the BJ Medical Devices Directive 93/42/EEC.

Device class in accordance with Directive 93/42/EEC:

UMDNS No.: 16-948 laser, therapeutic

159099047-V1-24March 2016-UMHMISPRO-RUS (en)
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3  Safety

3.1 General safety information

The MeDioStar device complies with the requirements of the BJ Medical Devices Directive (93/42/EEC)
and the German Medical Product Act (MPG).

The MeDioStar is a class lib medical product in accordance with appendix IXof the directive (i.e. surgically
invasive product intended to cause a biological effect; this is not to be confused with the laser class!).

As with any device, operation of the MeDioStar may lead to potential dangers, of which the user should
be aware before using the device. These risks include optical, electrical and biological dangers and fire
hazards.

Observe the national regulations for using a medical device.

Applicable law may require that device operators and users follow a specific series of safety precautions
when using class Mb devices. Such devices may be operated only in accordance with the generally recog-
nized rules of the technology and occupational safety and accident prevention regulations.

Furthermore, you may be required to maintain a medical device book. A corresponding copy is provided
inthe User manual.

Caution ~Use of controls or adjustments or performance of procedures other than those speci-
fied herein may result in hazardous radiation exposure.

Furthermore, there is also a risk of electrical and biological hazards as well as hazards caused
by radio interference.

The instructions specified below must be observed:

 No modification of this equipment is allowed.

* The equipment and procedures for operation, configuration, maintenance, inspection and
A calibration specified in this user manual must be observed. 1f ~

* Note that regular (annual) safety checks must be carried out for this device in order to en-
sure the safety of personnel and patients. Failure to regularly carry out the checks can lead to
severe health damage.

The results of the checks are to be documented in the medical device book.

* Note that, in order to ensure the safety of personnel and patients, service and repairs on or
changes to this device may only be carried out by Asclepion Laser Technologies GmbH or by
those authorized to do so.

Service and repairs on or changes to the device carried out by non-authorized persons can
lead to severe health damage.

"' Inthe US or Canada this device should be installed and operated according to the US standard
ANS| 7136.3 or the Canadian standard CAN/CSA-Z386: "Safe Use of Lasers in Health Care" in its

current version. 'm

159099047-V1-24March 2016-UMHMSPRO-RUS (en)
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3.2 Hlectric dangers

The device isoperated using line voltage.  ’
To avoid the risk of electric shock, the following must be observed:

« This equipment must only be connected to a supply mains with protective earth.
* Never open the device if you are not trained or authorized to do so.
* Never set up the device such that disconnection from the power supply may be difficult.

* The device adheres to the specified limit values for leakage currents. Nevertheless, ensure

that contact with the patient and device does not occur simultaneously when the device is
switched on.

* The device is designed to prevent the ingress of liquids over the course of normal use. If, in
exceptional cases, liquid enters into the device housing or handpiece, you must turn the
power off and unplug the main power plug. Please contact our Technical Service.

3.3 Biological hazards

The device is developed and manufactured in a way that a safe use is ensured also with regard to compat-

ibility of materials. The contact with materials of the device or with outgoing media (liquids, gases etc.) in
normal use is not dangerous.

The contact surface of the handpiece comes into contact with the patient when treating the
skin. There is the risk of transmittingmicroorganisms.

The handpiece used must be thoroughly cleaned and disinfected immediately after each appli-
cation; sterilization is not possible.

3.4 Radio interference

The device fulfills the requirements of the BN 60601-1-2 standard. The system is not affected by electro-
magnetic radiation from other devices that conform to the same standard. In addition, the system does
not generate any electromagnetic radiation that exceeds the limit values of EN 60601-1-2. The manufac-

turer's declaration about electromagnetic compatibility in accordance with BN 60601-1-2 is included as an
appendix to this user manual.

Medical electrical equipment needs specific precautions regarding the electromagnetic com-
patibility (EMC). The instructions specified below must be observed:

* The equipment needs to be installed and put into service according to the EMC information
provided inthe Appendix.

» Portable and mobile RFcommunications equipment can affect medical electrical equipment.
The same applies to other equipment that does not meet the standards listed above.
This may result in unintended settings.

Switch off cellular phones and similar devices before using the laser device!

» The use of accessories, handpieces and cables other than those specified, with the exception
of handpieces and cables sold by the manufacturer of the device as replacement parts for in-
ternal components, may result in increased emissions or decreased immunity ofthe device.

Only use accessories, handpieces and cables that are specified for use with this device by As-
clepion Laser Technologies.

159099047-V1-24March 2016-UMHVBPRO-RUS (en)
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- The device should not be used adjacent to or stacked with other equipment, if adjacent or
stacked use is necessary, the equipment should be observed to verify normal operation in
the configuration in which it will be used.

» The use of accessories, handpieces or cables with other medicai electricai devices that are
not authoriFed by the manufacturer can lead to increased transmission or to reduced inter-
ference immunity of the device with the above mentioned effects.

Only use accessories, handpieces and cables that are specified for use with"the intended de-
vice byAsclepion Laser Technologies.

* The device emits smail amounts of electromagnetic radiation that can potentially influence
devices that do not fulfill the standards listed above. This may result in unintended settings
onthose devices. «

3.5 Laser
3.5.1 Optical danger due to laser radiation

The lasers are classified according to their potential for danger. The most dangerous laser class is class 4
(the least dangerous is ciass 1). This device is a ciass 4 iaser.

The fundamental rules for handling iaser devices are derived from the BN 60825 international standard
"Safety of laser products™ including part 8 "Guidelines for the safe use of laser beams on humans",

in addition, national regulations are intended to protect against dangerous laser radiation. For medical
applications, these measures are intended to protect both the personnel and the patients.

Also observe the specific national regulations for your location.

Caution - The use equipment and procedures for operation, maintenance, inspection or cali-
2 bration other than those specified in this user manual can lead to hazardous irradiation by la-

ser radiation. ,

- - - V -
The protective measures specified below must be strictly observed. In particular, everyone in
the room where the iaser is being used (“iaser area™) must wear suitable protective eyewear
while the laser is active.

The following protective measures are a few essential requirements that must be supplemented further
for the specific circumstances with the help of a laser safety officer.

1 A laser safety officer with expertise regarding laser applications in medicine must be com-
missioned inwriting and carry out at least the following tasks:
»  Supporting the operator with respect to safe operation and necessary protective measures
*  Monitoring safe operation of the laser

»  Collaborating with specialists for workplace safety for fulfilling their duties, including training
for important matters concerning protection from laser beams.

2. Laser area

During operation, the area where the maximum permitted radiation level can be exceeded —
called the "laser area"—must be cordoned off and marked by a laser warning sign. The laser area
is the room in which the laser is being used. Use of the laser must be indicated by warning lights
and the triangular yellow laser warning sign at all entrance points.

159099047-V1-24March 2016-UVHMISPRO-RUS (en)
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3.5.2 Laser-induced fire hazard

Avrisk of fire and/or expiosion exists when the iaser output is used inthe presence of fiam-
mabie materials* solutions or gases, or in an oxygen enriched environment

The device must, therefore, never be used in potentially explosive areas (in accordance with
the AP and APG classification in accordance with EN 60 601-1). "y, . "

The following protective measures must be followed for this reason. , f.

' Some materials, for example cotton wool when saturated with oxygen may be ignited by the high tem-
peratures produced in normal use of the laser equipment.
Keep clothing as far away from the treatment area as possible.

IThe solvents of adhesives* and flammable solutions used for cleaning and disinfecting should be al-
lowed to evaporate before the laser equipment is used.

| Attention should also be drawn to the danger of ignition of endogenous gases.*

I Do not use any inflammable substances to cool the skin (such as inflammable cooling spray, but e.g.
CoolPacks) directly before or during treatment.

| If possible, do not use any inflammable substances for anesthesia if at all necessary.

I Avoid the use of oxidizing gases such as nitrogen oxide (NO) and oxygen. Be especially careful when us-
ing oxygen. Oxygen increases both the intensity and extent of fire.

| Keep combustible materials in the treatment room to a minimum. Iftreatment requires the use of com-
bustible materials, moisten the materials.

' Only expose the surfaces of the body required for treatment to the laser emission.

>Always have a small amount of water ready in the treatment room and have a fire extinguisher for elec-
tric devices nearby.

*not applicable for treatments with MeDioStar
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4  Technical data

41 Device models
Pesij|nation*j4i

MeDioStar, item no. 1590
(Brand name: MeDioStar NeXT)

MeDioStar, item no. 1591
(Brand name: MeDioStar NeXT™"*)

MeDioStar ST Handpiece
(item no. 4020)
MeDioStar HP Handpiece
(itern no. 4022) v,
MeDioStar VAS Handpiece
(item no. 4021)

MeDioStar handpiece with X.Siaser tip

(item no. 4070 +4071)

MeDioStar handpiece with XU laser tip

(item no. 4070 +4072)

o'((ay_
L.

High-power diode laser (base unit)
Comment: Only suitable for ST, HP, VAS

LLn

[High-power diode laser (base umt)
rComment: Suitable for all handpieces

Standard handpiece

«...

-power hgndpiece (e.g. forfiner hair) |

Handpiece for vascular treatment

JHandpiece withlarge spot for anatomically difficult
Jnareas-(e.g, upper lip)

Handpiece with very large spot for large

treatment areas

*The item no. of the device can be found at the type plate. The item no. of the handpieces are on the tube
near the handpiece. The item no. of the laser tips of the handpiece XLare engraved inside.

One base unit and one handpiece are included in the scope of delivery.

4.2  Specifications
Specification’ -e ;.i-
Display
User interface
5y
Cooling

Door interlock connector
Laser warning lamp

Permitted
ambient conditions

Permitted transport and
storage conditions
* d,

Dimensions

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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A
8.4" LDdisplay
Touchscreen
Internal cooling circuit

12 V DC/max. 20 mA

ifisolated relay contact
fAmax. 24 /1A (normally open contact)

Temperature: 15°Cto30°C
Rel. air humidity:  max. 85% (non-condensing)
Altitude: max. 2000 m above sea level

The device is not permitted for use inside an operating room.

Upright standing position (do not lay it on its sidel)
Temperature: 5°Cto+50°C

Rel. air humidity:  10%to 90% (non-condensing)
Air pressure: 700-1070 hPa

365 x 560 x 920 mm (Wx Dx H)
without handles or handpiece holder

159099047-V1-24March 2016-UMHVISPRO-RUS (en)
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Weight approx. 45 kg
; : 115 VAC, 50/60 Hz, 1400 VA

Power grid connection 220-240 VAG, 50/60 Hz, 1500 VA
Main fuse 16A overcurrent trip, medium time lag
Overvoltage category Il (IEC 60664-1)
Max. line voltage peaks VMT peak- 2500 V peak
Max. nominal line voltage VMN r.ms. =300V r.ms.
Protection class

ificati i A s =
Classification according to Mb .
Directive 93/42/EEC
Degree of protection of the B
application parts
Accessories See Chapter Accessories
Type of operation The device is designed for continuous operation*

* At high room temperatures and high average power, the device may switch to cooling mode for a short
period of time during longer treatments to ensure that the skin cools.

Laser type High-power diode laser array
*u AT
Wavelength 810- 950 nm (depending on handpiece)
Laser class
Required laser safety glasses 810-950 nmD LES
(according to EN207: 2009) ~9o0 nm
Pulse length Max. 400 ms (depending on mode and handpiece)
Pulse energy Max. 200 J (depending on mode and handpiece)
Pulse frequency Max. 12 Hz (depending on mode and handpiece)
SThandpiece: 'm . ;14xI0mm~* .
HP handpiece: 8x 6mm~*
Spot sizes (handpieces) \AShandpiece: 4x 3mm

Handpiece () with XL laser tip: 38 x 24 mm
Handpiece (X) with XS laser tip: 30 x10 mm*
N r. N

Tolerance of the output energy  +/- 20%
T.- LT =

Laser beahi mode Multimode '

Laser beam diameter at the

handpiece output See spot sizes

159099047-V1-24March 2016-UMHMSPRO-RUS (en) 1
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Max. 47 Jleny™* @ ST handpiece --
m Max. 90Jcm @ HP handpiece _ N
Max. 210J/cnm™ @ VAS handpiece
;; Max. 20J/cm™ @ Handpiece with XL laser tip
» Max. 60 Jcm® @ Handpiece with X.Slasertip

Typically 0.12 x 0.97 rad @ ST handpiece
Beam divergence at the hand-  Typically 0.19 x 1.66 rad @ HP handpiece
piece output Typically 0.12 X1.62 rad @ VVAS Handpiece
(round angle, 1/e™) Typically 0.11 X0.68 rad @ XS handpiece

Typically 0.06 X0.51 rad @ X1_handpiece

Energy density (fluencej s
“'ff.

Nominal distance for
the eyes (with handpiece)

*available in Professional mode
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4.3  Technical description

4.3.1 Handpieces (with integrated laser source and skin cooling)
Note:
Normally one handpiece with a specific spot size is included in delivery. Additional handpieces can be pur-
chased optionally (other spot sizes/wavelengths) (see chapter Technical data/ Device models).

The size of the laser spot (see chapter Technical data/Specifications) can vary by changing handpieces or,
on the X handpiece, by changing the laser tip as weil. The device automatically detects the new hand-
piece or the new laser tip and indicates this on the display.

Structure of the handpiece

Base body of the r vV / en mmmmi - f '-"' vy

handpiece X .
M “iQIIM kiitor '* >

Laser tip/Figure: VAS
(Direction of the beam exit: Arrow)
Note:
ST and HP handpieces are identical with the
exception of the size of the laser tip and the f. y ' ' WM
corresponding cooling surface.
ALX handpiece is marked in red. /

Cooling probe ~
of the skin cooling

Figure 2: Handpiece (example VAS)

Base body of the
handpiece Optical contact sur-

face (sapphire) of
the laser tip

Cooling probe
(sapphire
M i cooled too)
1]

Laser warning lamp Laser-Tip

Figure 3: Handpiece (left) with XLL laser tip (top) or XLS (bottom)

Laser source

The MeDioStar laser Isa pulsed high-output diode laser (laser class 4); its diode stack is located in the base
body of the handpiece. The emitted wavelength is in the near infrared range (NIR) and is dependent on
the handpiece (see chapter Technical data/Specifications).

The laser beam emission is triggered by a foot switch.

159099047-V1-24March 2016-UMHMSPRO-RUS (en) 13
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Beam path

The radiation of the pulsed high-output diode laser is led through optical elements in the handpiece to the la-
ser tip. During this, a "Flat Top" beam profile Is created; this means that the fluence (intensity of the laser

beam) is evenly distributed over the treatment spot. As a result, no "hot" spots develop that would increase
the side effects.

Skin cooling

The metal probe of the handpiece is cooled by an integrated Peltier element. Additionally, the sapphire of the
XL handpiece is cooled. This ensures (using the procedure described in the application section) that the epi-
dermis is cooled before the laser pulse makes contact. The temperature of the probe is automatically moni-
tored. When treating larger areas at high average power, the device can switch to cooling mode for a short
period of time to ensure that the skin is cooled safely.

4.3.2 Base unit
Power supply

The integrated power supply converts the supply voltage into rectified extra-low voltage for the electric pow-
er supply of the device.

Control

Checking and controlling all output parameters and the safety equipment of the device is completed via a
central processor unit (CPU).

Operating modes

The device works in both single-shot mode and continuous pulse mode.
The device is designed for continuous operation in the specified environmental conditions.

@ Important information

The maximum application time using the handpiece HP (item no. 4022) in uninterrupted pulse
operation is limited to 10 minutes. Subsequently a break of application of 5 minutes is neces-
sary. & o

When treating larger areas at high average power, the device can switch to cooling mode for a short period of
time to ensure that the skin is cooled safely.

Operation

The device is operated via touchscreen. The display is in plain text on a LCDdisplay. Various parameters, such
as fluence, pulse duration, pulse sequence and others, as described in the operation Section, can be config-
ured depending on the operation mode.

Along with the selected parameters, the operating state (STANDBY or READY), the handpiece used and, if
necessary, error messages are also displayed in plain text.

The device contains a database in which the users can save treatment protocols with the parameters that
they typically use for different types of treatment.

Cooling

The internal coolant circuit is required to prevent the modules from overheating. The lost heat is given off to
the environment by a water-air-heat exchanger. A pump pumps coolant through the modules and heat ex-
changers to be cooled. Temperature and flow sensors also ensure safe and reliable operation.

The device is cooled by room air. External cooling water is not necessary.

To maintain cooling, the device should only be operated in the defined environmental conditions. The air in
the environment should be subject to low quantities of dust. The cooling openings of the device should be
maintained a minimum distance from obstacles impermeable to air (i.e. wall of the room) (see chapter instal-
lation).

14 159099047-V1-24March 2016-UMHVBPRO-RUS (en)

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



Asciepi«n

4.4 Safety equipment

The device is equipped with different safety units that have been provided to prevent incorrect operation
and unintentional activation of the system. All persons who operate the laser or assist during the treat-
ment should be familiar with these units.

Laser emergency STOP switch

The purpose of the red laser emergency STOP switch on the front of the device (see Figure below) is to
immediately switch off the laser emission system in an emergency, it should only be used in emergency
situations, i.e. when it is necessary to immediately interrupt laser emission.

To immediately switch off the system, press this switch. After resolving the emergency situation, the
switch unlocks by turning to the left until it jumps out again.

Important information
Do not use the laser emergency STOP switch to switch the device on and off in its normal state.

Key switch

The system is activated with the key switch. Only authorized persons who have access to the key can start
the system. The key switch can only switch on the system if the laser emergency STOP switch is not de-

pressed.
The laser device emits strong radiation in the infrared range. This radiation can lead to severe
eye damage ifthe device is used improperly.
The device must not be switched on or used by unauthorized persons.
Always take out the key after you have switched off the device and only allow authorized per-
sonnel to store it.
Laser emergency STOP switch
Key switch
Figure 4: Safety equipment on the front side of the device (example MeDioStar NeXT"*”", MeDioStar NeXT equally)
159099047-V1-24March 2016-UMHMSPRO-RUS (en) 15
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Operating state STANDBY

The STANDBY operating state prevents the laser from being unintentionally or accidentally activated. La-
ser emission is not possible if the system is in STANDBY. The operator can only activate emission after the
READY button has been pressed.

The system goes into STANDBY in the following situations:
o After starting the system for the first time
» Ifthe operator presses one of the buttons to select the laser parameters

» Ifthe system has been in the READY state for a long period of time without the laser being initi-
ated

»  Ifthe operator has pressed the STANDBY button while the system was in the READY mode.

Automatic shutoff

The device has an automatic shutoff. If a specific problem occurs, the system switches automatically to
the following safe state:

The electronic laser lock Is closed, the laser emission is immediately interrupted and the foot switch is de-
activated. An error message appears on the display that identifies the specific error (see chapter Error
messages and trouble shouting).

Remote interlock contact

The system is equipped with a remote interlock contact that can be connected at the entryways to the la-
ser room. Ifthe remote interlock contact is open (e.g. ifthe door is open), laser emission Is automatically
interrupted and the device goes into STANDBY.

Additional potential equalization

The additional potential equalization forms a basic protective measure in accordance with IEC/EN 60601-1
in the areas of group 1 used for medical purposes (e.g. doctor's offices) and 2 (e.g. operating rooms; addi-
tional connections for the additional potential equalization are attached inthe rooms for group 2).

This fulfills the purpose of equalizing potential differences between different devices in the patient's envi-
ronment, to prevent the dropout of the ground wire of devices of protection class I (single-fault protec-

tion) and to ensure compliance of the required contact voltage with the housing of protection class I
devices.

The potential equalization line can be connected to the potential equalization connection at the back of
the device, to the corresponding connector of other devices and to the fixed installed system (of the
room). The potential equalization does not replace the ground wire of the device.

Important information « b ,
. Observe the requirements of IEC/EN 60601-1 regarding IVE systems.

Acoustic signal

Laser emission is displayed by an acoustic signal during emission.

Warning signs

The device has various warning labels (see chapter start-up/installation/Labels on the device). These la-
bels must be clearly visible at all times and must be immediately replaced if damaged.
For more information about this, contact our technical customer service.

159099047-V1-24March 2016-UMHMSPRO-RUS (en) 17
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5  Start-up

5.1 Delivery

I Il Important information A A
Please check with the transport company whether all of the components listed below that are ,.,
necessary for safe operation of the device are available and are not damaged. Claims for in-
complete and/or damaged deliveries are to be filed with the supplier immediately.
Asclepion Laser Technologies does not accept any liability unless another agreement has ex-
pressly been made.
Please keep the packaging to safely ship the device. -

-

.CAUﬂON ______ ™ § -1 .
A Ifyou detect mechanical damage on the device or accessories, the device is not to be operated.

Operating the device under these circumstances could result in injury.
Please contact the Service team of Asclepion Laser Technologies GmbH. .S ., y*-

The basic equipment comprises the following device parts:

Base unit

Power cable

Foot switch

Handpiece

Warning lamp/door interlock connector

Keys (x2 for key switch)

Laser safety glasses, blackout glasses for patients
User manual

Laser warning sign

159099047-V1-24March 2016-UVHMISPRO-RUS (en) 19
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5.2 Installation

The device is operated using line voltage and emits infrared radiation. There is a risk of electric '
, shock and injury to the eyesi -

The installation and the mandatory functionaj test may not be performed by anyone other
; than our semce technicians or other technicians trained and authorized by us.

5.2.1 Device design

Display with
Touch screen

Handpiece with integrated skin
cooling Handie

Handpiece holder Key switch

Laser emergency STOP

Figure 7: Front controi panei (example MeDioStar NeXT*" , MeDioStar NeXT equally)

0] 159099047-V1-24March 2016-UMHVBPRO-RUS (en)
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Ventilation opening

USB interface
Service interface Connector for

handpiece
(Multifunction connector)

Power switch .
Connections to

fill the coolant
Power input socket

Connector for remote interlock Handle *
contact

Connection for foot switch

Connector
Potential equalization

Figure 8: Connections on the rear side of the device (example MeDioStar NeXT, MeDioStar NeXT  equally)

eplease use the handles at front and rear side for transportation

5.2.2 Labels on the device

HEe laser devide emits strong radiation in the infrarer*range. This radiation can lead to severe,
|éy,.e damage iftie device is used improperly.
lIfife'refore, the” are warning and informationlabels on the appropriate places on the device.
;The entire perl&nnel must know these labels and their meaning to ensure proper use of the

/"device. - ' i T ] A
All labels musl'fetT’ain in their respective positip'ns afid in good condition. Replace damaged la-
il'belsimrnediatelyAtb ensure proper use ofthe device. " . h
159099047-V1-24Mearch 2016-UMHMSPRO-RUS (en) 2
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Figure 10: Laser emergency STOP button

Figure 11: Beam exit aperture

Figure 12: Interface connections

Figure 13: Potential equalization connection

Asclepi«n

This sign marks the laser emergency STOP button
for switching off the laser radiation in an emergen-

cy.

This label marks the place where the laser beam ex-
its the transmission system.

Warning:

No other accessory parts other than those ap-
proved by Asclepion Laser Technologies are to be
connected to these connections. Master, service
and USB are intended exclusively for use by author-
ized service personnel.

CD Master interface
®  USBinterface
Service interface
w  Connection for remote interlock contact

®  Connection for foot switch

This contact is used for the additional connection of
the device to a potential equalization system

07747 Jena, Bmsselef SftaSe tO, (fermany

Mock:1S@X

Model 1p 2f3l4)S[Br 890

w 111

Serial number.. WSQXOOO

Manufacturing date _ M 2015_07

_ MDSar

(YYYY-MM)
trtirrl
CAUTION:
Observe the Goffiliieswith21 CFR t04C.10anci 1040,11 except fef
accompanying documentsi itevfetos pursjjarttto Laser Ncto No. 50, dated June 24,2007

Figure 14: MeDioStar type piate - Exampie for model 1591

Type plates with type-specific data for the device, including the serial number and

159099047-V1-24March 2016-UMHMSPRO-RUS (en)
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Figure 15: EN 60 825-1 laser warning label

Figure 16; CAUTION: Observe the accompanying documentsi

Wi onty cooiarrt liquid "BCNT f

Please n<”; never mix

"8C4“Wd other IK)uids<
and

~_ Caution!
‘IBirstalidian &isys  awica telibaf
Oi>*wwibie li*e devicp P In
dor %2 Hcuns GO« liiatij 1B on

Attention f

transporl el mnnlaae miiYT5 sh Vrrt«rai»
Oans- la CH8 | iSppaimii d(»i mslar t'J
dan? UMkp&Siitin lavani ds poyv««

Attenziane!

Inoiao b, Y .. dive*
oeve p

iascidla wa®d

Figure 17: Ensure
availability of coolant and upright transport positioni
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This label provides information on the dangers,
maximum value of energy emission and classification
of the laser source.

This label informs the user that the device may not
be used before the accompanying documents have
been read.

This label informs the user that the coolant specially
developed by Asclepion for the device must be used
(corrosion  protection, antibacterial, antifreeze,
effective cooling)!

Never mix this coolant with distilled waterl

This label indicates that the device must remain in an
upright position (tilting angle less than 20°).
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5.2.3 General notes on installation

feThe laser device emits strong radiation in the infrared range and is operated using line voltage.
It needs specific precautions regarding the electromagnetic compatibility (EMC). It can lead to
severe injuries to patients and users ifthe device is set up and installed improperly.
The equipment needs to be set up and installed in a way that all instructions given inthe chap-
ters safety, Technical data/Specifications and in appendix EMC are observed.

Important information C
After installation and any relocation of the device from a cold to a warm environment with a
=

temperature difference of more than 5 °G allow the device to adjust to the room temperature =
in an unpacked condition before use; Allow it to adjust for at least:

2 hours at atemperature difference of up to 10 °C
4 hours at a temperature difference ofup to 15 “C
8 hours at a temperature difference of more than 20 °C

Afterward, switch on the device without connectlng a handpiece and allow the device to warm
up for at least 30 minutes.

Make sure that the environment in which the device isto be installed and operated complies
with the permitted ambient conditions stated in chapter Tecbn. Data/Specifications.

Failure to observe this information can lead to destruction of the device.

To cool the device efficiently, maintain a minimum distance of 20 cm between the side and back panels of
the device and the wall.

The laser device emits strong radiation in the infrared range. This radiation can lead to severe
Q eye damage ifthe device is used improperly.
Warning lamps that light up (or flash) while the laser is in use must be installed at all entrance

points into the laser area (the room where the laser is being used). This warns people before
they enter the room. ofi,)! ji»

5.2.4 Connection for door contact
There is a socket on the rear side of the device that allows the device to be connected to a remote inter-
lock contact (see figure below).
This requires the use of a circular connector that screws in place, type (X)V 40 in accordance with IEC

60130-9, such as the Lumberg WSV 40 (included).
(): Depending on type, for example, WS for angled plugs, such as those provided

Door contact {for connection values, see chap. Techaical dota)

Laser emission relsy contact
{for connection values, see chap. Technical doto)

Figure 18: Connactions for remote interiock contact snd taser waming lamp
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By connecting both remote interlock contact connections to an external door contact, you can prevent the
laser radiation from being emitted ifthe door is opened.

This makes it possible to have the treatment beam of the laser switch off automatically if the entrance
door to the laser area is opened, preventing hazards to the persons entering the room.

The included contact plug is equipped with a jumper at the factory. To connect a remote interlock con-
tact, this jumper must be removed and your remote interlock contact must be connected to the same
connectors. The external contact must be designed as a floating contact, if you do not want to use a re-
mote interlock contact, the plug must be connected with the jumper provided at the factory.

Important information

The contact plug can only be connected ifthe device is switched off and disconnected fromthe
j power supply; otherwise the device could be damaged. %.

The contacts for the remote interlock and the foot switch must never be connected to the line
|. voltage. Failure to observe this instruction could severely damage to the system. Only connect
these connections as described inthis section. - “j

Tip V-

Please check that the laser cannot be switched to the READY state with this door open every
day before starting treatment if you have connected a remote interlock contact to the en-
trance door. Please notify Technical Service in the event of a malfunction.

An external voltage source for a low-voltage warning lamp can be connected using two additional con-
tacts of this plug connector. The switching relay inside the device is designed for the maximum voltage or
maximum current as shown in the figure above. The safety requirements below must be followed when
connecting an external warning lamp:

Observe the following to prevent the risk of electric shock and associated severe health dam-
age and the risk of fire in the transformer when operating the warning lamp using an external
transformer: L. r

Asafety isolating transformer must be used in accordance Wlth IEC/EN 61558-2-6.

The internal relay is closed ifthe device isinthe READY state.

The prescribed warning lamp can be switched on and off using a normal light switch when the laser is in
use.

5.2.5 Foot switch

Now connect the foot switch to the foot switch socket on the rear side of the device (see figure connec-
tions on the rear side of the device). The plug must be inserted as far as it will go and then secured by
turning the coupler clockwise. The foot switch should be positioned in the immediate vicinity of the de-
vice.

To be able to operate the foot switch later, first the protective cover must be pressed (see chapter Techn.
Data/ Safety equipment). This opens the switch. This makes the actual switch (black) accessible; you can
press it with your foot to activate emission of the laser radiation in the READY state.
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5.2.6 Handpieces

The various handpieces ail have the same multifunction plug (also see chapter Technical description/
Handpieces). This plug is carefully inserted into the connection on the rear side of the device and then
pressed in until it locks (this can be heard; left and right). It connects both the power supply for the diodes
and the water supply for the Peltier cooling (also see section Operating the device/ Changing the hand-

piece).

Figure 19: Handpieces with different spot sizes and indication of the beam output direction (red)
Handpiece exampies (starting from left): ST, HP, VAS and XLL/S

5.2.7 Power grid connection

Important information:
Observe all of the technical data for the local power supply and the device when selecting a

power socket. First check that your power supply satisfies the previously mentioned connec-
tion requirements (supply voltage corresponding to type plate). Connecting the device to an
unsuitable power supply can lead to damage to the device.

Please observe the requirements from regulations/standards in your country in their respective
applicable versions. %1 A

Before connecting the device to the power grid, the shift paddle of the main switch must be on 0 (device
de-energized). First plug the power cable into the power input on the rear side of the device before you
connect the other side to the power socket. Operation of the laser requires that the device be connected
to a single-phase power outlet protected by a separate fuse (delay-action fuse preferable) rated for at
least 1500 VA

5.2.8 Potential equalization line

The potential equalization line can be connected to the potential equalization connection at the back of
the device, to the corresponding connector of other devices and to the fixed installed system. The poten-
tial equalization does not replace the ground wire of the device.

Importantin formation .., -y
Please observe the requirements of the IEC/EN 60601-1 regarding medical electric systems.’
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Figure 20: Start screen
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6  Operating the device

W s 452nr:ii22ZSE3:j
T Caution “Use of controls or adjustments or performance of procedures other than those speci-
fied herein may result in hazardous radiation exposure. @
i The equipment and procedures for operation, maintenance, inspection and calibration speci-
i; fied in this user manual must be observed. «l %10
The device is operated using line voltage. There is riskof electrlc shock |

The device adheres to the specified limit values for leakage currents. Nevertheless, ensure that
i contact with the patient and device does not occur simultaneously when the device is switched
on. %

6.1 General notes on operation

The treatment parameters can be configured by using a touchscreen on the display on the front side of
the device (see figure: Front control panel). Configuration is very easy and self-explanatory;

The device software automatically detects and displays the currently connected handpiece, in-
cluding the spot size. This spot size can be changed by replacing the laser tip when using the large
X handpiece; the spot size is fixed for all other handpieces.

In the indication list, only the indications that are suitable for the connected handpiece can be
enabled. However, it is possible to work with the handpiece using Quick-Start and adjust the pa-
rameters yourself.

Only the modes permitted for the connected handpiece can be activated.

Functions can be selected by tapping on the corresponding field on the display. Pressing the +/-
buttons on the right side of the display lets you scroll through multi-page lists (e.g. indication
lists)

Parameters can be selected by pressing the corresponding parameter field.

Parameter fields with dark backgrounds can be modified; fields with bright backgrounds (display
fields) simply serve to provide information.

Pressing the +/- buttons on the right side of the display lets you change the set parameters. The
system scrolls through the parameters automatically if you hold the buttons down. The new pa-
rameters are applied by pressing OK

Ashort, audible signal indicates that the button press was successful.

The laser can be activated by pressing the sTANDBY/READY button. Ifthe device is switched to
the READY state, the yellow warning sign also appears on the display.
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Overview of important device function buttons

#unctibn/me
i Parameter®

Switching off
the device

Quickstart

Patient database

Indications

Library

Setup

Asclepion

Tools

Save

Start screen

Setting keys

Back

Cancel/
Delete

K

READY/
STANDBY
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You can switch off the device by activating thi? switching

w element (analog key switch).

This brings you to the Quickstart menu. From here, the la-
ser can be started directly.

Treatments and corresponding parameters can be re-
trieved and stored.

All enabled indications are displayed and can be retrieved.

The library contains information including photos and vid-
€0s.

General settings for the device can be configured on the
display.

Experience the advantages of the Asclepion Web Club,

stored special functions for the laser can be accessed here

Saving the settings for your treatment

Returning to the start screen

Scrolling through lists and changing settings

Returning to the last screen without applying any changed
settings

...Deleting n

Applying changed settings

1
The active state is shown in white. The yellow laser warn®
Ing sign also appears in the READY state.
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6.2 Settings/Setup

You have the option to adjust general settings for your display, such as language and volume. Call up the

Setup menu by pressing the setup button on the main menu. The screen changes to the setup screen (see
figure below).

Figure 21: Setup

The following functions can be carried out by pressing the corresponding buttons:

|- Selecting between different languages

Volume and sound choice settings

" kYA
Releasing an indi New treatment indicati be released
indication Refease new indicatlah ew treatment Indications can be released.
Allows the patient database, the indication list and the |
Import/Export brary to be imported from or exported to a USBstick
Tlp . LU. 1
The USB interface may only be used inthe STANDBY state and only for exporting data to and
e importing data from a suitable USB stick, for example, from Asclepion Laser Technologies.
Patient data isto be regularly saved to a suitable USBstick to prevent the loss of data in the
~event of a device defect.
*The data can only be read on the device display.
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6.3 Patient database

The patient database is used for obtaining information about treatments you have already performed and
adding new patients to your database. To access the database, open it by pressing the patient database
key in the main menu. The Patient database Screen appears (see figure below).

57®:
7]
Figure 22: Patient database screen
You have the option to add new pa-
New tients to your database. After pressing
patient this button, a keyboa_rd appears on the
display that lets you input the new pa-
tient.
X
4j Here you can retrieve notes on a pa-
Information ir  tient or enter additional information on
WT o v ' a patient (e.g. allergies, reactions to
treatment etc.).
Ll e O e e
<»VWeY«e e « I:
*0 Ceeeeo0e™>*** >
Figure 23: Screen for entering patient data
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To write initial letters in uppercase, press the shift button once; do not hold the button down. After typing
a letter, the keyboard automatically shifts back to lowercase letters.

You can toggle the keyboard to writing uppercase letters by pressing the cap button.
Activating the shift or cap button gives you the option to insert special characters.

The "aii" button gives you the option to insert special characters from foreign languages. shift and cap
give you the option to write uppercase letters here as well. Press the "au™ button again to return to the
original keyboard.

Important information

e ‘Ensure that the patient's birth date, specifically the year of birth, is entered logically and has
four-digits. Saving the entries is not possible otherwise. t;

6.4 Library

The library contains information on individual indications, such as application and side effects as well as
how to carry out the therapy. In addition to the respective therapies, there are also before and after pho-
tos and videos. To access the library, press the Library button in the main menu.

Figure 24: Library
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You can retrieve the following information:

4y M
Select the indication for which you
indications £piiatlph BASIC want to display information (here, Epi-
lation BASIC indication)
7
ViHPhotos m o Before and after photos (if available)
Videos Videos of treatment (if available)
Application Indications " Application areas for treatment
Contraindications Contraindications Contraindications
Preparation i Preparation Notes on treatment preparation
Therapy Therapy Procedure’ Notes on carrying out the therapy
Postoperative care m Aftercare m Notes on postoperative care
]
Notes General information
Examples of available information:
Figure 25; Therapy information
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Figure 26: Library photos

Figure 27: Library videos

To enlarge the photos or to start the video, simply touch the photo or video.
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6.5 Asclepion Effect
The Asclepion Effect is a company philosophy that benefits both you as a customer and your patients.

The Asclepion Effect offers you information about Asclepion Laser Technologies, the company strategy
and marketing tools.
Are you already a user of our exclusive Web Club? If not, you can find information on our offer here.

Asdeplsn

I»r

Figure 28: Asclepion Effect

6.6 Starting the treatment

Your device is suitable for a variety of applications.

In order to begin treatment, you have to switch to the treatment screen (see example below for starting
through the indication list).

Figure 29: Treatment screen
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6.6.2 Starting from the indication list

Pressing the Indication list button in the main menu takes you to the screen with the list of indications
(see figure below).

All the treatment indications that are enabled for your device appear.

Figure 31: indication list screen

Select your indication by pressing the corresponding field. You are taken to the treatment screen for the
indication. Referto the setting and saving parameters section to configure parameters.

6.6.3 Starting from the patient database

starting at the patient database option is useful when you have a patient who has already been treated
before and you want to retrieve the parameters that were stored for that treatment. In order to do this,
open the patient database by pressing the patient database field. This takes you to the patient database
screen

Figure 32: Patient database screen

Pressing the patient's name and the respective treatment quickly takes you to the desired parameters.
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Smooth Pulse mode:
The Fluence and Speed can be set
Note:  Always single pulse, always the shortest possible time at the set fluence
Low fluence, high frequency
Unlike the other modes, multiple passes are always required (see Application/Epilation)

Burst mode (pulse train):
The Fluence, Speed, Time, number of pulses (Pulse) and Pause in between can be set
Note: - The set fluence always refers to the sum of the pulse train (real laser emission, the complete
pulse train is applied at the same place)
- Time refers to the pulse duration of one part of the pulse train (not the sum)
- Pause is the time between the respective parts of the pulse train (not the sum)

Tip
Please note:

A-Only the modes feasible for a specific handpiece can be activated. This means that not every
handpiece is configured for every mode.

- Most parameters are technically interdependent. This means that, for example,
the highest fluence is not possible while using the shortest pulse duration.

The size of the spot can be changed by changing the handpiece or, on the X_handpiece, by changing the
laser tip. This causes the system to detect the size automatically and to show it on the display.

Alongside the selected parameters, the device state {STANDBY or READY) and notes, where appropriate,
are displayed in plain text in the event of errors.

The pulse energy, the number of pulses currently being emitted and the total number of pulses are also
displayed (see section specialfunction/Tools).

The laser can be triggered using the foot switch.

6.8.1 Paraneters

Fluence settings
Fluence Fluence (Total fluence in Burst mode)

Treatment speed setting (pulse fre-

Treatment speed guency =repetition rate)

Spot size SpOt Display of the handpiece spot size

Pulse duration setting
Professional: For double pulses, the

Pulse duration sum of both pulse halves.
Burst: Pulse duration of the parts of the
pulse
Operating mode Operating mode

Pro/ess/ono/: Toggling between sin-
Pulses ~gle/double pulse
Burst: Number of pulses
Only inthe Burst mode: Setting for the

Impulse break Pause break between the parts of the pulse
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6.8.2 Special functionflools
Pressing the Tools button on your treatment screen takes you to the Tools screen.

Figure 36: Tools screen

v Display -1,

Can be set "to 0 by tapping on the fielMun”il
Pulse counter it beeps) and is set back to O automatically
after switching off the device.

Pulse counter i”  Total pulse counter “ ]
or
Cooling water pump Pump OFF See information below
Temperature . Cold/Medium/Warm . '
Skin cooling Skin Cooler j' (Recommendation; Cold) . "
Energy display aye Shows the energy in the display

Important information

Before changing the handpiece or the laser tip of the handpiece X, the cooling water pump
rmust always be switched off by switching off the device (recommended) or by pressing the
"Pump off" button inthe Tools menu. This prevents coolant from leaking except for a few
drops. The pump automatically switches on again after changing the handpiece.*

' n m. " ' B

Important information 5’ -
Before the end ofthe connected handpiece’s lifetime is reached (dependent on the hand-« '

piece), this information will appear on the display several times., ,
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6.8.3 Establishing the laser ready state and activating emission of the laser beam
Also see chapter App//cot/onl
After activating the Quickstart button, an indication from the indication list or a former stored treatments

of a patient, the iaser is in the sTanDBY state. Standby is highlighted in white on the READY/STANDBY
button.

Check again to make sure that
» The handpiece is connected correctly and the laser tip is clean and disinfected
» Al laser protection measures have been met

»  Check the function of the door contact if you have it installed: Open the door; it
must not be possible to switch the laser to the READY state (an error message is
displayed and must be acknowledged).

Set the desired parameters according to the explanations given in the previous chapters.

Direct and scattered laser radiation can cause severe eye injuries. ;

. Everyone in the room where the laser is being used must wear protective eyewear or patient
blackout glasses suitable for this laser while the laser is active, as specified in chapter Technical
f 'data. Other forms of protective eyewear may not ensure sufficient protection| #
The user must confirm this before pressing the RFADVbutton.  ®

p Inthe READY state, you can also activate a laser pulse by unintentionally pressing the foot
switchl Therefore, the laser device must be switched to the sTANDBY state |mmed|ately during
. breaks in treatment and at the end of treatment.

The laser beam may be triggered only ifthe handpiece is precisely directed onto the skin area
to be treated. T
Press the Laser Emergency Stop switch immediately in the event of a hazardous malfunction.

Pressing the READY/ STANDBY button iets you switch to the READY state. This causes the yeiiow laser
warning sign to appear in the lower right of the dispiay. First, a safety check of the hardware is carried
out. This only takes a few seconds (see figure READY state).

Figure 37: READY state
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In addition, the system checks that the temperature of the handpiece's cooling probe is sufficiently cold. If
the cooling temperature after the hardware start has not been reached yet, the Cooldown Handpiece
screen is displayed. The progress bar on the Cooldown Handpiece screen indicates the cooling process for
the cooling probe. The screen disappears once the cooling probe is cold enough.

(The same applies for activating the device after 15 minutes of inactivity.)

Figure 38: Cooldown Handpiece

Pressing the foot switch releases the laser radiation from the laser tip of the handpiece with the set pa-
rameters. Releasing the foot switch immediately interrupts the laser emission.

The emission of the laser radiation is indicated audibly by a warning tone and visually by the flashing laser
emission indicator on the handpiece.

If a parameter is changed inthe READY state, the device automatically reverts to the sTANDBY state. This
means that the READY/STANDBY button must be pressed again to return to the ready state.

It is completely normal for the temperature of the cooling probe of the handpiece to become somewhat
heated during treatment of larger surfaces. Ifthe upper limit value of the cooling temperature is reached,
emission of laser radiation is interrupted and the "Cooldown Handpiece™ screen appears. Treatment can
continue once the cooling probe temperature has been reached.

The MeDioStar is equipped with an Laser Emergency Stop button that is easy to operate. This button is on
the front of the device. In an emergency, forcefully pressing this switch immediately deactivates the laser.
This eliminates any danger to the operator and patient from the laser.

Once the emergency situation has been corrected, gently turn the Laser Emergency Stop button clockwise

CAUTION

Ifthe symbols "or appear inthe Fluence field while usingthe laser, this means the

device has detected a deviation from the starting values that is more than 20%too high or too

Jow. . S o
A An upward deviation can lead to unwanted side effects; a downward deviation makes the

treatment less effective.
Reduce or increase the parameter accordingly and ifthis occurs frequently, please notify tech-

nical support., 's- I LI
Once treatment Isfinished, switch the laser to the secure sSTANDBY State by pressing the READY/STANDBY

button. Also switch the laser to the sTANDBY state if you temporarily interrupt treatment. Unintentional

activation is not possible In this operating state.
After prolonged inactivity in the READY state, the device automatically switches to the sTANDBY state.
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6.9 Changing the handpiece and changing the spot size on the XL handpiece

Changing the handpiece must always take place when the device is switched off. If this is not possible—
and when changing the laser tip of the X_handpiece, you must make sure to deactivate the coolant pump
before the handpiece is disconnected from the device or the laser tip is disconnected from the base body
of the XL handpiece. To do so, press the "Pump off" button in the Tools menu (see special func-
tion/Tools). This turns the pump off and the LED on the handpiece goes out. Only after this can the hand-
piece plug or laser tip (of the X_handpiece) be disconnected. The pump switches on automatically when
the laser tip is re-engaged again.

@ Important information
Frequent changing of the laser tips of the X_handpiece leads to leakage of some coolant from

the connectors. This can eventually lead to an information on the display, that coolant has to
be refilled. Observe the procedure described above to restrict the leakage to a few drops.

It is recommended to hold the X_ handpiece vertically with the tip down to let the drops fall
A out of the handpiece when the tip is changed. In case there are residues on the diode window
inside, these rnust be cleaned using a microfiber cloth (see chapter cleaning and disinfection).

The refilling of the coolant can easily be done by the user (see chapterfrout/ne maintenance),

Changing the handpiece requires gripping the multifunction plug of the handpiece so that you can press
both metal pressure points on the left and right sides inwards. You can do this with your thumb and fore-
finger or using both hands together. The multifunction plug is located on the rear side of the device; it
connects both the power supply for the diodes and the water supply. The plug can then be pulled out.

You can insert the plug by first correctly pressing it onto the connector and then pressing it more onto one
side with a quick jerk and then repeating the motion on the other side. You can clearly hear the connector
click into place two times.

Changing the spot size on the X_handpiece also requires pressing down the two pressure points on both
sides of the handpiece at the same time (see figure below) to remove the laser tip. The other tip then
clicks into place as described above. It is important to ensure that the handpiece remains clean inside, es-
pecially the optics (also see the cleaning and disinfecting Section).

Pressure point
(on both sides)

Figure 39; XL handpiece, after pressing the pressure points opened to change the iaser-tips
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6.10 Switching off the device

Exitthe READY state and switch to the STANDBY state by pressing the STANDBY/READY button.

The laser is switched off by turning the key switch counterclockwise as far as it will go. Only then should
you switch off the power switch at the rear panel of the device fsee Figure: Connectors on the rear side of
the device). Switching the device main switch to "0" (OFF) completely disconnects the device from the line

voltage.

Direct and scattered laser radiation can cause severe eye injuries.

Never leave the laser device unattended while it is switched on. Completely disconnect the de- "
vice from the line voltage with the main device switch. After switching off the device, ensure
that the key is removed and keptin a secure place to prevent unauthorized use ofthe device.
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7  Application

7.1 General information

Specific information for application is provided in this application section. The instructions provided can
never replace expert knowledge for the medical application of lasers, extensive studies of relevant litera-
ture, personal experience gained under supervision and critical assessment of the current situation.
However, these instructions serve as useful support for beginners and as a memory aid.

Therefore, we recommend studying current medical literature and contacting physicians in private prac-
tices using such equipment in order to familiarize yourself with the methods of laser treatment before you

start to treat patients yourself.
We would be happy to assist you in mediating contact with other users. Your responsible sales Repre-

sentative would be happy to provide detailed information.

User requirements

Please observe the chapter intended use/Requirementsfor the user.

Users must have sufficient knowledge of safe and efficient operation of this product before operating the
device described in this User manual. Training is carried out by employees or authorized persons from As-
clepion Laser Technologies GmbH based on the User manual and is documented in the device book. The

user must be trained on the following points:

Instruction on operation and the intended use of the device with practical exercises
Operating and functional principle of the device and the energies applied

Settings for all control parts

Indications for device use

Contraindications and side effects

Warnings in all operating states

Carrying out functional tests

Additional training requirements differs by country. It is the responsibly of the operator to ensure that
training corresponds to the requirements of all applicable regional laws and provisions.

Laser radiation from the device can lead to thermal changes intissue structures.
Make sure you have understood the principles of laser-tissue interaction as summarized be-
low, the correlations between the individual application parameters, the application tech-

niques as well as the basics of laser safety.
If you are even the slightest bit unsure of any aspect, consult one or more colleagues with

practical experience and/or the application specialists from your distributor authorized by As-
clepion Laser Technologies GmbH before you start performing laser treatment.
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7.2 General notes on treatment

CAUTION

The application of laser radiation on skin can cause thermal damage to tissue structures. This
may be intentional or unintentional depending on the indication.

The user is responsible for correctly determining the indication, the treatment zone and the
treatment parameters. The user is also responsible for the correct positioning ofthe hand-
piece.

Before and during treatment, the set parameters must be checked on the display as well as the
temperature ofthe skin cooling by hand.

CAUTION

During and after treatment, the effect of the laser beam can cause side effects inthe treatment
area. These side effects are individually very distinctive, but usually very slight.

Therefore, atest treatment~ust al<®avs be carried out in a small area as described below. This
is intended to minimize side effects while keeping treatment effective.

It isimportant to consider that the side effects can be more severe when treating larger areas
than when treating a small test area.

In addition, the test treatment gives patients a better impression of the treatment and allows them to
make a better decision before consenting to treatment.

Tip
As part of the informed consent discussion, patients must be informed of al| risks resulting
from the actual treatment and from pre and post operative care. The discussion must also ex-

plain the operating mechanism behind laser treatment, alternative methods, the time re-
quired, the treatment prospects and information about patient behaviour after laser
treatment.

ATog of this discussion and a signed declaration of consent should be retained. Before and af-
ter photos are also recommend,

The contact surface of the handpiece comes into contact with the patient when treating the
skin. There is the risk of transmitting microorganisms.

The handpiece must be disinfected before each treatment and must be cleaned and disinfect-
ed after each treatment according to the procedure described in Chapter cleaning and disin-
fecting.

CAUTION
Any absorbent dirt on the laser tip of the handpiece generates localized overheating, which can

lead to increased side effects and defects on the handpiece!
Make sure that the laser tip of the handpiece is cleah and remains clean during treatment!
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Pulse duration
The pulse duration should be shorter than, or at least not significantly longer than, the 'thermal relaxation
time' of the target (e.g. hair or blood vessel). The thermal relaxation time is the time in which the target

emits 50% of the heat into the environment.
Thin structures (hairs, vessels) emit heat considerably faster than thick structures. Thus, to reach the de-

sired high temperature in thin targets, the required energy has to be delivered as quickly as possible. If
the pulse istoo long, the heat loss has to be compensated for in the surrounding skin by a higher fluence,
which tends to lead to more side effects.

Laser beam

Target (e.g. hair)

Heat diffusion

Pulse duration Pulse duration
Greater than Less than
Relaxation time Relaxation time

Figure 41: Thermal relaxation time and pulse duration of the laser beam

Target Diameter Therm, relaxation time
Dilated vessel 10 pm-50 pm 50 psec -1 msec

100 pm 5 msec

300 pm 45 msec

500 pm 125 msec

1mm (500 msec)
Hair follicle approx. 300 pm approx. 45 msec
Melanosomes approx. 0.5-1 pm approx. 0.05 psec

Figure 42; Thermai reiaxation time for various target diameters (examples)

For effective treatment, the required fluence and spot size are defined first. Then, for thin structures and
light skin, the shortest possible pulse is set.

For the treatment of fine hair in small areas, e.g. in the face, the handpiece HP (item no. 4022) is particu-
larly well suited. Due to the smaller spot it is able to emit shorter pulses with the necessary fluence -
compared to the standard handpiece ST. The emission time of the laser istherefore shorter, too.

For dark skin, however, it is important to consider that the melanin in the epidermis is not to be heated.
This means that the pulse duration would have to be set as long as possible, which does not present a
problem for thick structures.

Acompromise has to be found for treating thin hairs/vessels for dark skin. The pulse is set longer than for
light skin and a thin target but shorter than for dark skin and thicker structures. The latter is still reasona-
ble since heat generation for thin targets is still considerably lower than for thick targets. Also, the MeDio-
Star still guarantees effective cooling of the epidermis (see below).

The epidermis can also be preserved by interrupting the pulse (double pulse). In BASIC mode, only a dou-
ble pulse is emitted; in PROFESSIONAL mode, this can be configured on the dispiay.
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Cooling the epidermis

Effective cooling of the epidermis is required for preventing unwanted side effects (particularly important
for dark skin types due to their melanin absorption).

The MeDioStar's skin cooling mechanism is integrated into the handpiece. Contact between the epidermis
and the cold metal probe is extremely effective due to the high heat conduction (eight-times better than
sapphire cooling). For the X_handpiece, the sapphire (optical contact surface) is also cooled. The cooling
temperature of the skin cooling mechanism is constantly monitored automatically as well.

7.2.2 Classification of skin types

Pale white skin, blond or red hair, freck- ~ Always burns,

("Irish™ skin type) les, blue or green eyes never tans
S Fair skin; blond hair, freckles, «Usually burns,
(frequent in Central Europe) F*blue or green eyes ; tans minimally
" Light brown or brown hair, Sometimes mild burn,
brown eyes tans uniformly
\V] Light brown”kih, dark o r» -«Rarely burns,
(Mediterranean type) black hair, brown eyes — tans quickly ,
v . . ] Rarely burns,
(Some Indians, Dark skin, black hair, dark eyes ickd
South Americans) tans very quickly
Very dark or black skinf*" Never burns,
(some Africans, Indians) -* black hair, black eyes tans very quickly

Figure 43: Classification of the skin types according to Fitzpatrick

7.2.3 Overview of areas sensitive to pain

Figure 44: Pain zones on the face
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7.2.4 Application parameters

The fluence is very important for treatment using a puise laser device such as the MeDioStar. It can be
configured directly on the display in all modes. The higher the fluence, the more effective the treatment
is; however, increased side effects are also possible. Therefore, test treatments must be carried out if the
fluence is increased.

The mathematical relationships are as follows:

Fluence Qoules/cn energy [J]/spot surface [onY

Power [watts] g *JereV gy [JI/pulseduration [ s e c 1
;) g
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7.4  Epilation

Removing unwanted hair is probabiy one of the oldest cosmetic surgeries/treatments and has experi-
enced increased prevalence in recent years. Methods for this range from shaving, which must constantly
be repeated, to waxing, which lasts longer, but isvery painful, and hair removal using electrolysis needles,

which is extremely time-consuming but has rather long-lasting success.

The goal of all of these methods—and, of course, laser epilation as well, which is considerably more com-
fortable in comparison—isto remove hair with the most long-lasting effects possible.

7.4.1 The target: Anatomy of the hair
As we all know from experience, merely plucking hair is not a permanent solution for hair removal. The
hair grows back. This means, the structures responsible for the hair growing back also have to be de-
stroyed.

Research today is largely in agreement that both the bulge with the germinative cells and the papilla con-
tribute to hair growth and, accordingly, both must be damaged or destroyed.

MATRIX
CELLS

PAPILLA

Figure 46: Anatomy of the hair follicle

Depending on the body region, the roots of the hair are up to 5 mm under the surface of the skin, some-
times even deeper. Therefore, the laser spot should be as large as possible to guarantee a sufficient effec-
tive depth for the laser radiation.

Aclinical study* (20 patients; direct comparison, test area on the leg) with the MeDioStar showed that a
spot size of 12 mm was sufficient to treat leg hair effectively. Enlarging the spot to 14 mm did not yield
any better results. The smaller spot sizes of 8 mm achieved approximately 10% lower effectiveness, even

at a higher fluence.
*Bdumleret al.: The effect of different spot sizes on the efficacy of hair removal using a long-pulsed diode laser;
DermatalSurg 2002:28; 118-121

However, it is important here to consider that in other areas, such as on the upper lip, the hair roots are
not as deep in the skin and a smaller spot size can be effective and useful. Using smaller spots is specifical-
ly particularly recommended for finer hair since shorter pulses can be set with the smaller spot.
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HEAD

A
Upper lip 1-2.5 mm 6 weeks 4 months s00
Chin/beard 2-4 mm 10 weeks 1year 500 0.38 mm
Cheeks 2-4 mm 880 1 0.32 mm
Eyebrows 2-2.5 mm 3 months 4-8 weeks 1 0.16 mm
Ear 3 months 4-8 weeks !
Head hair 3-5 mm 3-4 months 2-6 years 350 0.35 mm
BODY u:
Armpits 3.5-4.5 mm 3 months 4 months 65 0.3 mm
Legs 2.5-4 mm 5 months 4 months 60 370 000 0.21 mm
Pubic region 3.5-5 mm 3 months 4 months 70
Arms 4 months 3 months 80 220 000 0.3 mm
Chest 3-4.5 mm 1 65 0.35 mm
Torso 2-4.5 mm 1 70 425 000 0.3 mm

Figure 48: Hair growth (excerpt from Richards-Meharg table)

7.4.3 Selection of patients
Both women and men have successfully delayed hair growth in the long-term using laser treatment.
For dark hair, laser epilation is particularly effective due to the high eumelanin content in the hair. Lighter
hair usuaily requires higher fluence, which is tolerated because the skin is normally lighter as weli. Using
the handpiece with the shorter wavelength range starting at 755 nm is recommended for lighter hair.
However, it is impossible to predict the success of treatment for individual cases. Surprisingly good results
have also already been observed with blond hair. Conversely, there are also exceptions with particularly
stubborn dark hair.
Light-blond hair, red hair (containing phaeomelanin) and gray hair usually respond very poorly or not at all
to laser treatment. The same applies to thin hair.

The handpiece with a shorter wavelength range starting at 755 nm requires particular caution, see Test
treatment.

Women with very strong hair growth should have their hormone status checked before treatment.
Hormone treatment must be carried out first before treating transsexual men (male to female).

Achieving complete hair removal is not possible; fine light hair usually remains. Patients must be made
aware of thisi

Avreas suited for epilation;

Mustache/Upper lip » Upperarm
Facial hair * Lowerarm
Chin/Upper neck * Chest
Thigh * Back
Bikini line * Hands
Lower leg * Nose/Ears (treat cautiously)
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7.4.7 Testtreatment

If, after the informed consent discussion, the patient decides for laser epilation, a test treatment should
always be carried out in the area to later be treated with the laser. The patient's reaction in terms of skin
reaction and perception of pain can differ from person to person. Apart from particularly sensitive or par-
ticularly pain-tolerant patients, the sensation of pain is a good indicator for the side effects to be ex-
pected.

Test treatment is started on a small area with the start parameters recommended for the respective skin
type in a treatment area thought to be non-sensitive. If sensitive areas are to be treated as well (e.g. bikini
area or above the shin), the test must be repeated inthis area.

The darker the skin type is, the lower the start fluence must be (and the longer the pulse duration must be
in Professional mode). The latter is not an issue for thicker hair. For thin hair, as a compromise, the pulse
must not be as long to ensure that the treatment remains efficient. Conveniently, the lower absorption
rate for thin hair also tends to result in fewer side effects.

The handpiece with the waveiength starting at 755 nm is oniv recommended for skin types land Il since
the most important advantage is the slightly higher effectiveness for lighter hair, which is normally
associated with light skin and the melanin in the epidermis in dark skin causes more side effects. If this
handpiece does get used for dark skin, the fluence has to be even lower than that used with the standard
handpiece. Treating patients with skin type IV and skin type V should only be done (if at all) in
SmoothPulse mode and only ifthe therapist has sufficient experience with skin type Ill (and skin type IV, if
skin type Vis being treated). Treatment for skin type M and tanned skin are contraindications!

For the test treatment, the exact same application process has to be used as for later treatment.

The handpiece is always moved on the skin with light pressure, which reduces the distance to the root of
the hair (more effective). Make sure that the cold metal skin cooling probe remains in contact with the
skin during treatment to guarantee pre-cooling of the epidermis. For practical purposes, the handpiece
should remain in contact and not be re-applied each time. The location of the next series of spots to be
applied can be detected easily using the ultrasound gel.

Laser radiation can cause severe eye injuries. -Si

Before starting laser treatment, all personnel inthe room must put on the laser safety glasses
(including patient eye protection) in compliance with the information in chapter Technical da-
ta

The configured/displayed data on the display must be checked before and during treatment!
The skin cooling must also™be inspected to ensure that it is cold!

At the desired HLUENCE, switch the MeDioStar to the READY state, place the handpiece on the area to be
treated and, if necessary, wait briefly until the rReaDY state is reached (skin cooling has reached specified
temperature - information on the display).

Using smoothpulse mode (low FLUENCE, high SPEED, multiple passes) is generally recommended, if use
is possible from an anatomical perspective with respect to the handpiece spot size used - but in particu-
lar for dark skin. This process is more gentle but still effective. (The time required is approximately the
same. The handpiece moves faster insmoothPulse mode, but multiple passes have to be made.)

For the test treatment in smoothPulse mode, an area of approximately 10 cm® is treated by moving the
handpiece quickly (approx. 10 cm per second). During this process, avoid leaving any gaps if possible and
always move the handpiece in the direction of the skin cooling.
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For light skin, this must be repeated four times, three times for dark skin ( 3-4 passes). Stop if it becomes
painfui, otherwise increase the number of passes by a reasonable amount.
End point: Slight erythema.

The Basic and Professional modes are well-suited for anatomically diffcuit areas, but, in principle, are al-
so suited for all other areas. When using these modes, at least 4-6 spots must be set by the test HLUENCE
as a square since individual spots can cause less of a reaction (surrounding skin provides improved cool-
ing).

To start, briefly place the cold handpiece probe onto the first area to be treated with the laser. Next,
move the handpiece the distance of the spot size so that the laser tip reaches the pre-cooled area (and
the next spot is being pre-cooled simultaneously). Then, emit the laser radiation by pressing the foot
switch.

Move the handpiece toward the cold skin cooling probe by the distance of the spot each time in the cycle
of the configured SPEED. The warning signal sounds with the same cycle and can be used for guidance.

If nothing is felt and no skin reaction can be detected after a few minutes, the fluence can be gradually in-
creased (test an adjacent area).

End point: Perifollicular erythema

Ifthe treatment becomes painful, the fluence must be reduced again. Do not use any anesthetic creme for
this reason.

Once the treatment of the small test area is complete, switch the laser to the sTANDBY State.

7.4.8 Treatment
After the treatment area has been prepared, the border of the area to be treated can be marked with a
white pencil (e.g. eyeliner pencil). It may be useful to divide larger areas into sections. (Apply ultrasound
gel section by section to prevent it from drying.)
This ensures that the laser is evenly applied to the surface to be treated.

Tattoos and pigmented lesions not clearly diagnosed as benign must be left out of the treatmenti

Proceed as described inthe previous section.

j Ifthe laser Isto be applied to large areas, the area must be scanned lengthwise whenever pos-
sible to reduce the "escalation™ of the pain, particularly for dark, thick hair close together.
When larger areas are treted the foot switch must be released after each "line" (interruption
of the laser emission) and restarted next to the starting point. The "line" can also be 10 cm
wide in smoothPulse mode, for example, if a spiral-shaped procedure is used as shown in the

I figure. This process is not only more comfortableTor the patients, but also less of a strain on
the device's skin cooling mechanism. The mechanism can cool better in the few seconds dur-
ing the interruption so that treatment does not have to be suspended, even during pro-
longed treatment periods.

\% \Y

Basic/Professional™ SmoothPulse*

Figure 49; Direction of treatment - application restarts back at the top

” During treatment, avoid leaving gaps between the spots and "lines" whenever possible. Instead, slightly
overlap them so that no hair "lines" remain.
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The spiral-shaped treatment process (right) described above is recommended for smoothPulse mode.
Moving in a line or in a meandering pattern is also possible if moving quickly (approx. 10 cm per second).
For the X_handpiece, the easiest way isto move fast in lines due to the large spot size.

The number of passes determined in the test treatment must be applied. If the treatment is painful de-
spite this, interrupt treatment and cool the skin.

When using Basic Or Professional mode for treatment, set the HLUENCE that was well tolerated during the
test treatment.

Then, scan the area as described above and always move the handpiece in the direction of the skin cool-
ing mechanism. The first spot must be pre-cooled again at each newly started line.

If the treatment is still painful, reduce the fluence, stop treatment if necessary and cool the skin immedi-
ately.

If treatment is interrupted for a short period or if the treatment of the area is complete, switch the laser
to the STTUVOBY state.

CAUTION

Dirt deposits onthe lasertip can burn iri""dueto the laser radiation and cause side effects such
as redness, potential formation of blisters orscabs, and scars in rare easesl “
Make sure that the laser tip is clean and remains clean during treatment.

The easiest way to keep the laser tip clean even during treatment is to wipe off the tip with a moistened
swab or similar once a "line" has been treated with the laser. Audible crackling noises when treating dark,
thick hair with a laser usually mean there is hair residue on the tip. The tip must be wiped off immediately.
If the laser continues to be used anyway, the hair can potentially burn onto the tip and cannot be simply
wiped off.

‘h- t -u. E |

Tip
New hair develops in some cases adjacent to the treatment area (paradoxical hair growth).
Astudy* determined that this effect can be prevented by providing adequate cooling around
e the treatment area before and during treatment, for instance, with CoolPacks, and by treats
ing very aggressively in the treatment area, Le. with 2 passes (in 60s/c or Professional). The
authors hypothesize that paradoxical hair growth is caused by sub-therapeutic thermal ener-

ay. -I-

749 Post-treatment
The skin should be cooled for an extended period as soon as possible after treating an area with the laser,
particularly in cases of dark hair and dark skin. Extended cooling can reduce the side effects considerably!
Flexible cooling compresses that can be handled by the patients themselves as needed are well-suited for
this.

An anti-inflammatory ointment can be applied after the skin has been sufficiently cooled. If overtreatment
occurs, skin cooling is very important, a topical antibiotic is indicated and the healing process must be

monitored.
CAUTION
Radiation onthe treated area fromthe sun and tanning beds after treatment causes increased
side effects, particularly alterations in pigment. =
A I>Therefore, this type of exposure must be avoided for a period of 6 Weeks or sunscreen of at
least SPF20 must beworn. 'j.V,.; . ‘. / "

Traumatizing the laser-treated area must also be avoided for 2-3 days.

“Willey et al; Hair stimulation following laser and IPLphoto-epilation: review of 543 cases and ways to
manage it/ Lasers in Surgery and Medicine 39: 297-301 (2007)
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7.4.11 Expected treatment outcome

Expected treatment outcome for Hair Removal;

Fair,
brown
to black

Light
I-IV brown
to black

Light to
I-IV dark
brown

I-VI

Reference:

35 (1)
30 (Il

33-44

35

25-35

10-36

j MedioStar

imiXT: 12mm

i MedioStar
NeXT:

110 x 14mm

Axilla

8-14mm
2 x 60msec

Lower or
upper legs

. 12 mm
Upper lip 2 x 45 msec

Face, axilla,

12 mm
moustache, 50 msec
chin, bikini
Plethora of f
bodyloca- i 12mm

tions

Asciepi#n

r
:,Number.of;a,
treatm.ents” Effectiveness

In study*'

3-11

1.

As explained above, one cannot expect long term epilation after 3 treatment sessions only (see also effectiveness of E).

%average hair reduction:
5kin type I/I:

MedioStar NeXT: 64.3%
MedioStar miXT: 50.1%
Skin type liI:

MedioStar NeXT: 65.1%
MedioStar miXT: 61.6%

SmoothPulse:
MedioStar NeXT: 67.1%

%average hair regrowth
(after 3 month):

67% with 8mm

54% with 12 mm

55% with 14mm

11% black hair

26% brown hair

31% fair hair

Hair thickness reduced to
85%

%average hair reduction
after 6 months: 49%

%average hair removal
after 6 months: 70 %
Histology:

reduction anagen(growth)
phase to other: at least 1:1
(versus normal 8:2)

%of hair reduction after
mean 5.4 months:

26% after 1treatment
47% after 2 treatments
64% after 3 treatments

A Steps, A: Diode laser hair removal: a study with a new high power system; White paper 2013

B W. Baumler, PhD; K Scherer, MD; C Abels, MD; S. Neff, MD; M. Landthaler, MDand R.-M. Szeimies,
MD. The Effect of Different Spot Sizes on the Efficacy of Hair Removal Using a Long-Pulsed Diode Laser.
Dermatolog Surg 2002; 28:118-121

C E J. Fiskerstrand, MD, PhD; LO. Svaasand, PhD; J.S. Nelson, MD, PhD. Hair Removal with Long Pulsed
Diode Lasers; AComparison Between Two Systems With Different Pulse Structures. Lasers in Surgery

and Medicine 32: 399-404 (2003)

D NS. Sadick, MD, FACP, FAACS; V.G. Prieto, MD, PhD. The Use of a New Diode Laser for Hair Removal.

Dermatol Surg 2003; 29; 30-34

E Albert J. Nemeth MD, FAAD, FASLMS, FASDS, HSHRS.  Impressive Laser Hair Removal with an 810 nm
Powerpulsed Diode Laser: Safety and Efficacy. Presentation EADV 2004
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The blue vessels, on the other hand, are a dilation of the venous capillaries with a lower flow speed. The
larger vessels respond to the treatment with this laser better than the smaller vessels.

Before laser treating spider veins on the legs, existing varicose veins—particularly lateral saphenous
branches varicosis—must either be ruled out using Doppler sonography or be surgically treated or scle-
rosed beforehand.

Reticular varicose veins may undergo laser treatment only if they occur separately or the deeper veins are
healthy.

7.5.2 Contraindications
The contraindications from the intended use section must be observed (including those for spider veins).

V -
CAUTION
The higher fluence required for treating dilated vessels and the stronger absorption due to the fe
size of the vessel's diameter can cause more severe side effects (e.g. compared to hair remov- T
al), also specifically including subsequent alterations in pigment. > . ’
Therefore, never treat patients with skin type IV, Vor M or tanned areas (postpone treatment)

Tip:.":.
Smoklng heavily and/or obesity can impede the results of treatment.
S -ttt - )

7.5.3 Possible side effects

The higher fluence required for treating dilated vessels and the stronger absorption due to the size of the
vessel's diameter can cause more severe side effects (e.g. compared to hair removal).

Therefore, the skin must be sufficiently cooled as described below. This is more important here than for
hair removal.

All side effects are less pronounced with light skin and thinner vessels and become stronger with thicker
vessels. The effects also become stronger if the fluence used for the individual situation is too high (test
treatment!).

Therefore, the start values for the test treatment must be lower for skin type lll (avoid treatment on dark-
er skin types).

During treatment, patients feel a pricking sensation accompanied by a feeling of warmth. This can become
a strong burning feeling for thick vessels.

After treatment, there will be erythema along the path of the vessels. For thicker vessels, edema can also
develop along the vessels. These effects are normal and only last a few hours up to 2 days, and rarely a
few weeks. Small blisters, scabs and temporary alterations in pigment occasionally occur, more frequently
in comparison to epilation (light protection!).

Blisters and scabs normally heal without any side effects within one week. Alterations in pigment can last
up to a few months.

Persisting alterations in pigment and scars are very uncommon ifthe proper procedure is used and the pa-
tient is compliant.
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7.5.4 Preparation for the laser treatment

The surface to be treated must be cleaned; cosmetic products must also not be present. Hair must be re-
moved carefully, if present.

Photos should be taken of the initial situation to document the success of the treatment.

The treatment can be particularly painful for thicker vessels. However, anesthesia is not normally required
if sufficient pre-cooling and post-cooling occurs. The use of topical anesthetics such as EMLAdoes n” re-
duce the sensation of pain.

Athin layer of transparent, colorless ultrasound gel isto be applied to the treatment area.

Cold CoolPacks (from the refrigerator, not frozeni) are to be laid out.

755 Testtreatment

If, after the informed consent discussion, the patient decides for laser treatment, a test treatment should
always be carried out.

Due to the wide variety of blood vessel calibers that are possible, optimum amount fluence in real-world
use can only be found empirically by treating test areas and must be redefined for each area that has a
different vessel diameter (color/structure change).

CAUTION —

The higher fluence required for treating dilated vessels and the stronger absorption due to the
size of the vessel's diameter can cause more severe side effects compared to hair removal.
Sufficient pre-cooling and post-cooling are very important to minimize the side effects! — »

After the treatment area has been prepared, the test area to be treated with the laser is pre-cooled with a
CoolPack (approx. 4-8 'C) for a few seconds. Then, the cooling probe of the handpiece is moved back and
forth lengthwise over the vessel to be treated without applying the laser.

The same mode has to be used for the test treatment as planned for the treatment: vascular mode (al-
ways single pulses) or Burst mode (total fluence is divided into multiple partial pulses). This process is
more gentle due to the pauses between the pulses (similar to double pulses during epilation).

The test fluence must be set lower for skin type ill than for light skin. For smaller vessels, the set pulse du-
ration should be as short as possible for the adjusted fluence and longer for larger vessels and skin type IIl.
The treatment speed is always initially set to 0.5 Hz (SPEED). This setting makes it possible to evaluate the
situation after a single pulse without problems since it is possible to deactivate the foot switch again after
one pulse. Also, the next area to be treated with the laser is pre-cooled longer at a lower treatment
speed.

Laser radiation can cause severe eye injuries.

Before starting laser treatment, all personnel in the room must put on the laser safety glasses
or eye protection for patient in compliance with the information in Chapter Technical data\

The configured/displayed data on the display must be checked before and during treatment!
The skin cooling must also be inspected to ensure that it is cold t

At the desired FLUENCE, the MeDioStar is switched to the READY state.
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Tip

Unlike epilation treatment, NO pressure is applied with the handpiece. g
Adistance of about 1 mm between lasertip and skin is recommended. Atthe same time, the
cold probe of the skin cooling mechanism has to be in contactto the skin (slightly tilt the in

handpiece), mdf- - ;
Apply 2-3 pulses to the vessel to be tested; move the laser tip towards the skin cooling mechanism. Then,
the area treated with the laser is evaluated.

Ifthe vessel is faded (more likely with smaller vessels) or changes to a dark discoloration (more likely with
larger vessels), the fluence Is kept and spot by spot is applied along the vessel.

Immediately after treating with the laser, the area is cooled again for a few seconds with the cooling
probe.

If no reaction is identified, wait a few minutes to see if an inflammation reaction develops. In the mean-
time, you can start testing another vessel size using the same process.

The larger the vessel, the lower the required fluence normally is.

If, after waiting, there is still no reaction to be seen, pre-cool the NEW (!) test area again with the cooling
probe and apply the laser to it in an overlapping manner or two times at the same location before increas-
ing the fluence if required. The risk of side effects when overlapping is lower than when the fluence is too
highi

Here, aiways pre-cool and post-cool each of the test areas with the cooling probe.

After treatment, the laser is switched to the sTANDBY state.

Atest treatment can also be used to assess the danger of alterations in the pigment, the healing process
and the risk of subsequent scarring. The patient can also get an idea of how the lesion will be treated.

7.5.6 Course of treatment

The first area to be treated is pre-cooled for a few seconds with CoolPacks. Then, the first vessel is pre-
cooled with the cooling probe as described above.

Using the parameters found during the test (potentially different for various vessels), the first vessel is
treated with the laser and then the treated vessel is post-cooled with the probe.

After an area was treated completely, a CoolPack is placed on it for post-cooling and then the next area is
started using the same method.

Make sure that the cooling probe always remains in contact with the skin during treatment (without ap-
plying pressure) and that the handpiece is always moved toward the cooling probe.

After treatment, the laser is switched to the STANDBY state.
The entire treated area continues to be cooled for at least 10 minutes.

This procedure causes a significant reduction in pain and side effects by providing consistent cooling.

7.5.7 Post-treatment

After the skin has been sufficiently cooled, an anti-inflammatory ointment must be applied and left on un-
til the next day.

Inthe case of overtreatment, a topical antibiotic is indicated and monitoring the healing process is abso-
lutely necessary.
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CAUTION

Radiation on the treated area from the sun and tanning beds after treatment causes increased
side effects, particularly alterations in pigment.

Therefore, this type of exposure must be avoided for a period of 6 weeks or sunscreen of at
least SPF 20 must be worn.

Traumatizing the laser-treated area must also be avoided for 2-3 days.

Furthermore, patients have to temporarily forgo activities involving extreme physical strain or strain on
the vessel, such as jogging, visits to the gym or sauna, hot baths and the like.

7.5.8 Follow-up treatment

To evaluate the result ifthe vessels are not directly faded, you can run your finger along the vessel to see
if blood is flowing back or not.

Depending on the result of the treatment, the individual skin reaction and the interests of the patient, fur-
ther treatment with higher fluence can be scheduled, if required.

The interval between sessions should be at least 12 weeks. Reports indicate that vessels sometimes take
several months to disappear. Until then, some vessels are even darker than before (coagulation of the
blood). Patients must be made aware of this.

More than three treatments are not worthwhile for spider veins. As previously mentioned, a success rate
of approximately 70% can be achieved.

7.5.9 Expected treatment outcome

Expected treatment outcome for vascular treatments.

........ B R e S
Study Methods Results

L The lower fluence used for group
Application study, case report 2 causes less side effects by keep-
Patients: ing the result!

Group 1 (2001): 9 patients aged 33-65 Sl veins : I-2mm diameter af-
Group 2 (2002): 24 patients, aged 27 - 60 ter third treatment almost 70%

Skin type Hll completely healed without coming
leg veins 1- 4mm at thighs and lower back (last control 2months after
_ legs (no combination with sclerotherapy  last treatment)
K Kykalova: ) or surgery) Medium vessels: 2-3mm
Vascular treatments with . .
- . . Parameters: after third treatment 50% com-

MeDioStar high power di- . . letelv healed without .

ode laser from Asclepion ~ MeDioStar 810nm, spot size 6mm (vascu-  PIetely healed without coming
lar tip) back (last control 2months after

Laser Technologies

Institute of Aesthetic Medi- Fluence group 1:130 - 1SOJ/er® last treatment)

cine. Fluence group 2: 90 - 10QJ/cn® Big vessels: 4mm™*

Prague, Czech, 2002 Number of treatments: 2- 5, interval 2 need more than 3 treatments and
months reccurency after third is about
Method: 70% so need more treatments and
Treatment up to clinical endpoint - dis-  Nigher energy
appearence of vessel or coagulation of * Please note:
blood (darker appearance of vessel) Inthe intended use of this manu-

al the treatment of vessels more
than 3mm in diameter is stated
. as contraindication!

Next treatment, if there was no result af-
ter 2 months (individually different)
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B 7351le  Verification / Validation Report Asclepien
ReViSiOé‘ Index:  |dentification number: Zi/14/04/22-01 nlagelof8
Verification B Validation N Usability
Product / part: MeDioStar Material number: 1591,1592
Cause; [, Product development 1~ Product change Q
Origina| document: N Requirement specification of; B Design specification of; B

FB 7321_LH-MSPRO-

VO1_Z1140127-01 in KA5.1

M Risk analysis of: Q-Change-applicab’on no.: Q

FB 7302 RAaC MSPRO
V01 _MMo140204-01 in KA 7.2.2

1591 00 726

Serial number:

Brief description:

This validation of usability of this advanced, new MeDioStar version in question is based on the current
device MeDioStar, which is for the user almost identical to the new version, and on the validation of the
requirement specification for this new version of the MeDioStar including application tests.

The difference and advantage for the user is the new handpiece with larger spots to reduce the treatment
time. This new handpiece shall be sold additionally (optional) to the handpieces currently available. Be-
sides the new handpiece, technical changes inside the basic device were also necessary, which are not
relevant for the user.

The intended use, parameter setting, display, operation including safety measures and treatment proce-
dure are not changed compared to the current device.

The current device version (and the forerunner devices also) never caused problems more than the side
effects stated inthe manual and the treatments with the device are very effective.

Selected measuring and test equipment: MeDioStar, device no. 1591 00 726

Documents of the enclosure:
App.1: Specification of application (TP 7342 Usab-ApplSpecifAppl MSPRO Vs01_Z1140422-02)
App.2: Specification of primary operational functions incl. safety measures
(TP 7342 Usab-App2POFs MSPRO Vs01_71140422-03)
App.3: Protocol of search reports about events with related devices incl. results
(TP 7342 Usab-App3-BfArMHFDA-V/s1-Z1130827-1)
App.4: Protocol of user evaluation (TP 7342 Usab-App4-AuswertgFragenVs01l_Z1140425-01)

Final assessment of results:

Summarizing, itcan be assessed that the usability for the advanced new MeDioStar version is even bet-
ter than that of the current device, because the treatment time is shorter by keeping safety and effective-
ness of the current device.

O VERIFICATION / VALIDATION NEGATIVE

if negative, derived measures:

| VERIFICATION / VALIDATION POSITIVE

Plan Ident-No. Z1/14/04/22/-01 drawn by:

Verification/Validation performed; *

Apxil 22,2014 Zimmermann ) - A SSARA Zimmermann
Deate Name Signature Deate Name Signature
Plan checked and released: Verification/Validation checked and released:
Apil 23, 2014 Katzer June 26. 2014 Katzer /
Date Name Signature Date Name Signature
Cause of latest nodification FB: review
FB drawn by process owner RED, FB checked and released by QA
05.07.2012 1 Streit sdg. Streit 06.07.2012 R Thieme sdg. Thieme

Dale Name Signature
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Technolontrt

cL 73523 Conformity Evaluation acc. to 62366 and 60 601-1-6

Revision Index: Identification number: Z1/15/04/10-01 _page 20f 15
Identification code/year/month/dav-number. Vs02_2115041(M)1
Identlflcatlon Photos ofthe products:

M eD ioStar 1591/1592:

D etails ofexaminer:

Identification of the person responsible for examining and classifying the product under in-
spection:

Name: Gabi Zimmermann
print full name (block letters)

Position: Senior Product Manager
print full title

If the above named person is not an employee of the manufacturer of the product to be ex-
amined, state the details of the examiner’s employer or organization:

Organisation: n/a

M eD ioStar 15912:

Address: n/a

M edicalproduct

Details of product to be inspected: manuals
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cL 73523

Revision index:
B

Tested equipment:

Name and/or model:

Manufacturer:

Address:

A pplied standard:

A ttachm ents:

check and release:
checked by

released by

N

Conformity Evaluation acc. to 62366 and 60 601-1-6

Asclepi*n
Identification number: Z1/15/04/10-01 _page1of 15
Identification code/year/month/day-number. Vs02.2116041(M)1.doc
MeDioStar
1591, 1592 and 15912
Asclepion Laser Technologies GmbH
Brusseler Str. 10, 07747 Jena, Germany
EN 62366: 2008 (IEC 62366: 2007)
Medizinprodukte - Anwendung der Gebrauchstauglichkeit auf Medizinprodukte
Medical devices - Application of usahility engineering to medical device
EN 60 601-1-6: 2010 (IEC 60 601-1-6: 2010)
Medizinische elektrische Gerate - Allgemeine Festlegungen fQrdie Sicherheit - Erganzungsnorm: Gebrauchstauglichkeit
Medical electrical equipment - general requirements for safety - collateral standard; Usability
AP M Apr. 16, 2015 Zim mermann /Iyi.L LLIUL-A=——m+
d m Jitr. M, ZQ b -bl roér

Grund KO letzte Anderung des Formulars; neue Version der EN 60601-1-6

Cause oflast modification form:
Formular erstellt durch FuE;

Form drawn by R&D:
04. 06. 2013

OalunvDato

new version ofEN 60 601-1-6
Formular geprOft und genehmigt durch QM:
Form checked and released by QA:
I. Streit Gez. streit 10.06.2013 R. Tfiieme Gez. R. Thieme

Name Un(ersctvift/S«nefum Datum/Date Name Uniefschrift/S«na/(ire
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Verpackungsvorschrift

MeDioStar Familie 159x Ascle Ri(#rﬁ‘gﬁ
. . Seite 7 von 9
Dokumentennummer: 1590 08 004  Version: 06 0000 Peckin S VB 9
TP 7338/Anderungs-Index: C
MP  Montagevorgang Bemerkung

5125 - Umverpackungauf Gerataufiegen

mjT-
59 Verpackung der Derivat-Handstiicke 4060-4068 und 40709 (XU fur die Gerate:
' The Epi Lab/Pronto/Smoothpulse PRO
- Faltkarton (866-0805-259) mit PE-
Schaumeinsatz analog zu den Punkten:

5.1.2.1 - 5.2.2.5 fallen und auf das Ge-
rat legen

Achtung: X_Handstiick fOr die Derivate
(40709) ebenfalls im Handstiick-

Faltkarton der Derivate (866-0805-259)
verpackeni

5.3 Handstiick 4079 fiir die Gerate: MeDioStar PROmo und MOTUS LD

521

neutralen Umkarton (ratioform: SAG0)
53.1 fallen und Handstiick 10x10 (4079) im
PE-Einsatz (866-0805-218) einlegen
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Verpackungsvorschrift
Asclepi«n

MeDioStar Familie 159x s rorolgis
Dokumentennummer: 1590 08 004  Version: 06 Emoe?nai}nfmm&?w\m
TP 7338/Anderungs-Index: C

MP Montagevorgang Bemerkung

- PE-Schaumeinsatz inkl. Handstuck in
Umverpackung einlegen;
- PE-Deckel auflegen

Hinweis:
>123 _ pE-Schaumeinsatz fiir 4070 X.-
Handstiick: 866-0805-218

- PE-Schaumeinsatz fur 4020-4028 Hand-
stucke: 866-0805-258

Deckel des Umkartons schlielien und
*124 seitliche Fuhrungspappen einftihren

m,-
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Verpackungsvorschrift T

i ili Asclepien
MeDioStar Familie 159x Imﬁ’cmm
Dokumentennummer: 1590 08 004  Version: 06 ngo‘igadm&%@m
TP 7338/Anderungs-Index: C
MP Montagevorgang Bemerkung

5.12 Schaumstoffverpackung mit Umkarton (falls vorhanden)

vordere Seitenwand und hintere Sei-
5121 tenwand mit Deckel von Karton der

Umverpackung (866-0805-221) hoch-

klappen und Seitenflanken einfalten

Seitenwande umkiappen und in Boden-
5122 .
flache einrasten
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Verpackungsvorschrift
MeDioStar Familie 159x Ascfi pran

Dokumentennummer: 1590 08 004  Version: 06 g, Seledvond
TP 7338/Anderungs-Index: C

MP  Montagevorgang Bemerkung

Oberes Schaumteil (866-0805-246)
gemaft Abbildung lagerichtig aufsetzen

Zubehor gemafJ zugehoriger Pack-und
Obergabeliste und Kundenauftrag verpa-
cken. Diese enthalten zum Beispiel:
KlappfuRschalter
gof. Laserschutzbrille(n), Patienten-
augenschutz
Netzkabel, Schlussel, Door-Interlock
und Touchstick in Luftpolsterfolie
verpacken
Kuhlifliissigkeit und PE-Schlauch
Kapie Pack-und Obergabeliste hinzu
fiigen
Starting Kit

Befiillset in Luftposter-Folie
verpacken

Verpackung der Handstiicke

Verpackung der Handstiicke 4020-4028 (z.B. ST, VAS, HP) und 4070 (1) in Blister- oder Schaum-
stoffverpackung

511 Blisterverpackung (falls vorhanden)

5.1

Handstiick in Blister (866-0805-181,;

>t 866-0805-192) auf Gerat auflegen
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Verpackungsvorschrift

i ili Asclepi#n
MeDioStar Familie 159x O s
Dokumentennummer: 1590 08 004  Version: 06 lmﬂsﬁg&?ﬁ;’g&g@(@
TP 7338/Anderungs-Index: C
MP  Montagevorgang Bemerkung

Verpackung MeDioStar (826-0900-000)
bereitstellen (besteht aus Palette,
Pappzuschnitt, Seitenfaltbeutel, Ober-
karton, Schaumteilsatz und Label)

Unteres Schaumteil (866-0805-245) auf
Pappzuschnitt legen

Gerat auf Schaumteil stellen - dabei
nicht liber 20° neiRen!

sofern noch nicht vorhanden Hinweis-

schild (1590-99-046) ,,12h warten vor
Einschaiten NeXT" auf Dispiay kieben

Seitenfaitbeutei (866-0805-226) uber
Gerat Ziehen
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Verpackungsvorschrift
MeDioStar Familie 159x ASCI]L&P{#nI .

Dokumentennummer: 1590 08 004  Version: 06 Seie2von9d

TP 7338/Anderungs-Index: C

Montagevoraussetzungen

Werkzeuge und Hilfsmittel:

Lfd-N. Benennung
Werkzeug

1 WZ1 SpannbandschweilJvorrichtung

Hilfsmittel
keine

Verwendete Abkurzungen;

Siehe QM-Handbuch

Spezielle Montagebedingungen:

Keine speziellen Anforderungen
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A.3 Recommended protection distances

Recommended seperation distances between portable and mobile RF communications equipment and the
MeDioStar according to iIEC60 601-1-2.

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

equipment
10 3.70 , . 3.70 7.37
100 11.70 11.70 23.30

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

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

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

159099002-\V/8-24July 2015-UVHVEPRO-EN 93
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The MeDioStar is intended for use in the electromagnetic environment specified below. The customer and/or the
user of the MeDioStar should assure that it is used in an electromagnetic environment as described below.

Conducted

HF interferences acc.

to IEC61000-4-6

Radiated

HF interferences acc.

to IEC61000-4-3

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

3V.,
150 kiHz to 80 MHz

3V/m
80 MHzto 2.5 GHz

3V/m

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

Recommended separation distance:

35
d= ’
( v b
35 A for 80 MHz to
P 800 MHz
_ for 800 MHz
d= [ 1 VY o5

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

Field strengths from fixed RFtransmitters,
as determined by an electromagnetic site
survey,* should be less than the
compliance level in each frequency range.

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

%))

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

” Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically
with accuracy. To assess the electromagnetic environment due to fixed RFtransmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which the MeDiob5tar is used
exceeds the applicable RF compliance level above, the MeDio5tar should be observed to yerify normal
operation. 1”abnormal performance is™observed, additional measures may be necessary, such as re-orienting or
relocating the MeDio5tar.

" Over the frequency range from 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

92
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A.2 Electromagnetic interference immunity

Asdepi«n

The MeDioStar is intended for use in the electromagnetic environment specified below. The customer and/or the
user of the MeDioStar should assure that it is used in an electromagnetic environment as described below.

Immunity test

Electrostatic discharge
(ESD) acc. to
IEC 61000-4-2

Electrical fast transient /
bursts acc. to
IEC61000-4-4

Surges acc. to
IEC61000-4-5

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

IEC61000-4-11

Power frequency
(50/60Hz) magnetic field
acc. to

IEC61000-4-8

Note:

rorrtrrs— —=---------
Test level acc.

+/- 6 KV contact
charge

+/- 8 KV air discharge

+/- 2 KV for power
supply lines
+/-1kVfor
input/output lines

+/-1 KV line(s) to
linp(™

+/- 2 KV line(s) to
earth

<5 % Utfor 0.5 cycle
(> 95 %dip in Uy

40 YUt for 5 cycles
(60%dip in Uy

70 %Utfor 25 cycles
(30 %dip in Uy

<5%UTforbs
(>95 %(dip in Ur)

3A/m

159099002-V8-24July 2015-UVHVEPROEN
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r -13rllmimvAd 1> Electromagnetic environment

+/- 6kV

+/- 8kV

+/-2kV

+- 1KV

+/- 1KV

+- 2kV

<5%

40%

70%

<5%

3A/m

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

K guideimes.

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

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

Mains power quality should be that of a

typical commercial and/or hospital
environment.
Al m L

Mains power quality should be that of a
typical commercial and/or hospital
environment. If the user of the device
requires continued operation during
power mains interruptions, it is
recommended that the device be
powered from an uninterruptible power
supply or a battery.

Power frequency magnetic fields should
be at levels characteristic of a typical
location in a typical commercial and/or
hospital environment.
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Important information
For the MeDioStarthe following essential performance features of EMCare determined:
independent leaving of the preset operating mode

independent change of the preselected output energy
independent (unintentional) release of output power

A.1 Electromagnetic interference emissions

The MeDioStar is intended for use in the electromagnetic environment specihed below. The customer and/or the
user of the MeDioStar should assure that it is used in an eiectromagnetic environment as described below.

o A
A Emissions measurement
RFemissions
to CISPR 11 Group 1
RFemissions
according to CISPR 11 i Class B
. 1% W
5
Harmonics emissions Class A
according to IEC61000-3-2 as
Voltage fluctuations /flickers emissions Complies 1%)

according to IEC 61000-3-3

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

The MeDioStar is suitable for use in all
establishments, including domestic
establishments and those directly connected
to the public power supply network that
) supplies  buildings used for domestic
i purposes. ' >

For harmonics:

The MeDioStar is intended for use in all
establishments, including domestic
establishments and those directly connected
to the public power supply network that also
supplies  buildings used for domestic
purposes

For flickers:

During operation an influence of the supply
network cannot be absolutely excluded. If
necessary, pt is to be ensured - after
consultation with the energy supplier- that
the max. admissible grid impedance

zmax =0,1753 Ohm (for MeDioStar 1590)
Zax=0,3911 Ohm (for MeDioStar 1591)
is not exceeded.

1*) acc. to IEC61000-3-11:2000 with max. allowed impedance of the power grid of:

90
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Z,,,,=0.1753 Ohm (MeDioStar 1590).
=0.3911 Ohm (MeDioStar 1591).
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A Appendix: EMC declaration

Important information

The use of accessories, transducers and cables other than those specified, with the exception
of transducers and cables sold by the manufacturer of the device as replacement parts for
internal components, may result in increased emissions or decreased immunity of the device.

Device model [ . m Oescriptlon A
MeDioStar, item no. 1590 High power diode laser (main unit)
(brand name: MeDioStar NeXT) Note: for handpieces ST, HP, VAS only
MeDioStar, item no. 1591 High power diode laser (main unit)
(brand name: MeDioStar NeXTPRO) Note: for all handpieces suited
o .. T TNy e - T - . e
" Accessory / designation | Item no, I Length / dimensions
Foot switch with cable 6608 06 008 <3.0m
Cold device supply line 5507 04 013 <30m
Door-Interlock-Plug 1601 01 078 -
Handpiece ST 4020 00 000 <30m
HandpieceVAS 4021 00 000 <3.0m
Handpiece HP 4022 00 000 <30m
Handpiece with laser tip X.S" 4070 with 4071 00 000 <30m
Handpiece with laser tip X1 4070 with 4072 00 000 <3.0m

Note: The MeDioStar 1590 may be use'd with all accessory specified above, except the accessories marked with (2).
The MeDioStar 1591 may be used with ail accessory specified above

Important information
This device is subject to special terms of network connections. The maximally allowed

impedance of the power grid is:

Zmex=0,1753 Ohm for MeDioStar 1590 and

Zmx=0.3911 Ohm for MeDioStar 1591 at the power supply point.
If necessary, the local energy supplier is to be contacted to ensure that the device will be
plugged in a supply which has an impedance lower or equal Zmax.

Important information
The use of the accessory, transducer or cable with other medical electrical equipment than the

MeDioStar specified may result in increased emissions or decreased immunity of the equip-
ment/ system.

Important information
The equipment should not be used adjacent to or stacked with other equipment. Ifadjacent or

stacked use is necessary, the equipment should be observed to verify normal operation in the
configuration in which it will be used.

150099002-\/8-24July 2015-UVHVEPRO-EN 89
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14 EC declaration of conformity - copy

The declarations of conformity are issued for a limited time. Please consult our Technical Customer Service
ifyou need the actual version.

HI
Lftsdr ftctinolDfics

EG-Konformit™tserklara

ECOedarption of Conformity

Asdeplon Laser Technologies GmbH
BrOsseler StrakelO
Q7747 Jena
Germany
WirirkUrenh j” i die Qoereketimw™  MedftinpfoduBes

»eompNe fncecfthe medica/fi

W6 Anhang IX
Z™eCAnnex IX

mitderE&RIi

«Sdi 2.90431LUnbers, N
Kiriemui B

Qurcb nictit vijndi leruiigen  dtesem Produtt

verHert dies» Efuiiti

withthe retfutrementsoft

(notified botfy; ~TOv tOtetnioncl mm.i . 0X97;

regatrothn no, Hp 60i0S7eB0001),
Any modipootitiVi} to the product™ aotadthorhedbyAickpion W e r Tecbnsk>alll 6TbH, i~ | invalidote

tft/sdedaration.

Zu™undeliegende KonfonmitStivkt*/ tinderi“ng tedmicolfiie:  AtT M03/14
H»riViaidsttiteNprmen/Harmortbeed Standards;

Grundlegende Anfordervngen nach Rt 93/42/BEWG Anhartg | mit alien lutreffenden harmonlsierten
Normen--

Esseiyticd requirertknts cffDIreftiw 9B/43/"p™Anriis>(1 wWh dff retecOTtfti>AMWaced3t

Jena, December 3P'2015

Asdeplon Laser Tecbnoloeies GmbH
LV,
i . i DkéeBEkUels M
Pietro JjiihdtuHi VE&dee/ofotfonhivalid until:  2020%124
Technical Director
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13 Disposal

The device must be disposed of in accordance with the directive 2012/19/EU of the European Councii for
Waste Eiectrical and Electronic Equipment [WEEE],

, , During treatment the handpieces are in contact to the uninjured skin of the patient. There is

I\ the danger of microorganisms being transferred;»
| Before disposal according to th.g»acts stated above, the hand(5iecef must be cleaned and disin-
N € N
ffected WU gsmary ERITRE

Please consult our Technical Customer Service if you have any questions regarding disposal.

86 159099047-V1-24March 2016-UMHMSPRO-RUS (en)
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The tests should be run in the specified order:
Visual inspection of laser device and accessories
Measurement of protective earth resistance
Measurement of leakage currents
Measurement of insulation resistance
Functional test

Additionally to be performed:

Measurement of the actual output power of the laser modules at the handpiece or other applica-
tion parts; adjustment of laser power, if necessary

Tip 1

Contact your dealer or Asclepion Laser Technologies GmbH directly for detailed specifications
on the scope and implementation of the visual inspection.

Additional information

On request, the manufacturer can provide circuit diagrams, bills of material, descriptions, calibration in-
structions or other information not contained in the user manual to support appropriately skilled tech-
nical personnel with repairing parts of the device that have been deemed reparable by the manufacturer.
"Appropriately skilled technical personnel” In this context Is defined as personnel that have completed
service training at the manufacturer's facilities and have been authorized to repair this device.

159099002-\/8-24Juiy 2015-UVHVEPROEN 85
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Liquid and vapor of BCA are flammable and cause severe eye irritation, -l b

r. BC4 must be kept away from heat, hot surfaces) sparks, open flames and other ignition ' -

I sources. It cannot be alloyi/ed to smoke and the box containing;BC 4 shall be kept closed as long
~as possible. In particular, after transfilling and filling the device with BC4, the vapor must be
Aremoved thoroughly by ventilation before the laser is activated |

During trahsfilling and filling of BC4 an eye protection / face protection must be used.

* In casethe eyes were in contact 'with the liquid or vapor of BC4 besides the precautions, the
eyes must be rinsed cautiously for several minutes. If present and easy to do, contact lenses
must be removed. Continue with rinsing. In case the eye irritation persists, an eye specialist
must be consulted. "

Figure 53: Filling set (left), quick-release fastener (right)

The coolant has to be re-filled as described below if a corresponding message appears on the display or at
the latest after 1-2 months.

Switch off the device

Fll the bottle of the Filling Set up to about two-thirds with coolant

Remove the protective cap from the ventilation opening (Luer Lock, on the backside of the de-
Vice)

Connect the transparent hose to the Luer Lock and put the other end into a glass with water that
can hoid some of the coolant. The tube must be Inthe water.

Connect the quick-release fastener of the blue hose to the counterpart by pushing it until it snaps
in

The top of the bottle must be open

The coolant must be carefully filled until no more air bubbles come back out of the ventilation
opening, but coolant only (to see inthe water of the glass)

Disconnect the blue hose from the device by unlocking (pressing) both contact of the quick re-
lease

Switch on the device to check whether the message to fill the coolant is still displayed
If it is no longer displayed, the process is compiete

If this message continues to be displayed (not enough coolant was filled due to air bubbies), re-
peat the procedure. It can be helpful to lift a bit the left side of the front of the device (seen from
the front) by underlaying an object, which is about I-2cm thick (e.g. the top of the bottle).

»  Close the ventilation opening again using the protective cap

12.2 Regular safety checks

SCOPE OF THE ANNUAL SAFETY CHECKS

At least the checks listed below have to be performed according to the iegal requirements in their cur-
rently valid version as well as to the international standard for Medical Electrical Equipment - recurrent
test and test after repair of medical electrical equipment (IEC 62353).

84 159099047-V1-24March 2016-UVHMSPRO-RUS (en)
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Important information

Asclepion Laser Technologies grants a one-year warranty for the device. The warranty can be
extended ifyou fill out a short-term registration on our website, f

The carefuliy performed cleaning and repair as described in the chapter cleaning and d/s/n/ec-
t/on and in this chapter, ensures a long lifespan of your device.

The maximum number of pulses'can be limited depending on the handpiece version.

Improper handling during operation, maintenance, safety checks or calibration may void the
warranty., For ariy questions not answered in this manual, contact your customer service repre-
sentative (see chapter Customer serv/ce). A

Annual inspection of the device is required for granting the extended warranty.

Wear parts are not covered by the warranty. Acurrent list of wear parts can be requested from
the customer service department. A

12.1 Routine maintenance
The routine maintenance described below must be carried out by hospital or clinic personnel:

Inspection of the outside of the device

Make sure that all cable connections are undamaged and plugged in securely.
Frequency: Weekly
Inspection by: ~ Hospital or clinic personnel

Inspection of the cooling system

Make sure that all of the cooling system's ventilation grilles are free.
Frequency: Weekly
Inspection by:  Hospital or clinic personnel

Inspection of the handpiece

Check whether the handpiece is in proper condition.
Frequency: Before each use
Inspection by:  User of the device

Important information 1_ -
Several reminders will appear on the display before the end of the connected handpiece's life-

time is reached (based on the handpiece). This allows this point to be scheduled.
Filling the coolant
Afilling set with coolant (BC4) is included with the device.

, Important information
Caution - Only use this coolant for fillingl

BC4 is a ready to use liquid and must NOT be mixed with other fluids. BC4 must NOT be used
together with ion exchangers&t * '
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12 Regular maintenance, safety checks and calibration

The device does not contain any internal parts that can be maintained by the operator.

Caution - Use of controls or adjustments dr performance of procedures other than those speci-
fied herein may result in hazardous radiation exposure and there is a risk of electric shock.

Any deviation from the specified methods and, of course, any opening of devices or handpieces
(except replacing the laser tip for the X_handpiece as described) are prohibited.

Before maintenance, disconnect the device from the line voltage by unplugging the power ca-
ble from the power socket.

Service work may not be performed by anyone other than our service technicians or other
technicians trained and authorized by us. This also applies for the mandatory annual safety
checks including calibration. That applies to the mandatory annual safety checks including cali-
bration, too.

In addition, the persons carrying out must have the necessary work equipment (e.g. laser
measuring devices suitable for this laser). The service work has to be carried out correctly and
comprehensible with regard to nature and extent and to be documented.

The work for maintenance and repair, which requires switching on of the device have to be
carried out in the laser area. All precaution measures described in chapter safety/ Laser must
be observed.

Malfunctioning or damaged parts have to be exchanged immediatly. Only spare parts supplied
by Asclepion Laser Technologies may be used. The safety cannot be guaranteed for the use of
other parts, even ifthey have a certificate.

Any modification ofthe device is strictly prohibited.

CAUTION:g"lim

Ifthe output power of the laser istoo high, this can cause increased side effectsi
The power emitted from the therapy laser must be checked at least every year by an Asclepion

Laser Technologies GmbH customer service technician or a trained customer service technician
3 of the dealer as part of safety checks. Acalibration is carried out if necessary. The results of the
A checks are to be documented inthe medical device book.
If a calibration was done, the following (test) treatments must be carried out especially careful-
ly. It is possible, that the real fluence is a bit higher than before (to the factory setting), even

for the same setting. The service technician should inform whether there was a deviation after
adjustment. The same applies after refurbishing of handpieces.!

Important information

To guarantee high reliability and long lifetime, the coolant specially developed by Asclepion for
the device must be used (corrosion protection, antibacterial, antifreeze, effective cooling)!
This coolant must not be mixed with distilled water. Please note the corresponding labels on
the device (see chapter installation / Labels on the device).
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11 Customer service

The device is operated using line voltage and emits infrared radiation. There is a risk of electric
shock and injury to the eyes!

You must neveriopen the device and/ or attempt to carry out repair work yourself.

The device does not contain ahv parts inside the device or handpiece that can be maintained
by the operator. *

Service work may not be performed by anyone other than our service technicians or other
technicians trained and authorized by us. This also applies for the mandatory annual safety
checks. ‘ fif"™"

Jesssv

During treatmertt, the handpieces are in contakt with the uninjured skin of the patient. The is
thedangerof microorganisms being transferred. A

If 1t is necessary! to survey or to repair handpieces or the basic device in the medical centre or
at the manufacturer, of course they have to be cleaned and disinfected beforel

Ifyou need help from customer service, use the address or telephone number below: When you contact
your Asclepion Laser Technologies GmbH customer service representative, always have the model and se-
rial number ready. The numbers are located on the type plate on the back side of the laser device.

Asclepion Laser Technologies GmbH
BrOsseler Str. 10
D-07747 JENA
Germany

www.asclepion.com

Customer service:
Phone: +49 (0) 3641/ 7700 - 401
Fax.:+493641/7700-402
E-mail: service@asclepion.com
Note that manufacturers, installers or importers are only responsible for the effects on the safety, reliabil-
ity and performance of the device if:

»  Assembly, expansions, readjustments, changes or repairs are carried out by personnel authorized
by them.

e The electric installation of the room in question corresponds to the requirements of the standard
IEC 64 that is currently in force.

e The device is used in compliance with the user manual.
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Possible malfunctions

Check whether the power cable is connected to a socket.

No power supply Isthe switch set to "On" or "['"?

Check whether the "Laser emergency STOP" switch is deactivated.
Check the power fuses of the in-house installation.
*- Faulty calibration of the touchscreen

Display function but- .
tons are not re-  The calibration must be carried out by an authorized customer service employ-

S spending (or only Therefore, please inform your dealer or Asclepion Laser Technologies GmbH
sporadically) - customer service directly (see chapter Customerserv/ce)”-
N L. T k™,

No laser emission  Check whether the connecting cable of the foot switch is properly connected.

ith the foot switch L ) _
w p?e:szdSWI ¢ The device is in the STANDBY state. Switch to READY by pressing the READY but-
ton
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For safety-relevant errors, the device shuts off within milliseconds. Anote on the display is not possible in
such cases. If this is the case or an error occurs that is not described in this user manual, disconnect the
device by unplugging the power plug from the power supply at the power outlet.

This chapter includes information for the possible causes of an error in the case of a function error in the
MeDioStar system. Troubleshooting actions can be carried out by personnel. An exception is made for er-

rors featuring a special note that the errors may only be eliminated by Asclepion Laser Technologies
GmbH or authorized personnel.

10.2 Error messages and error elimination

The MeDioStar is equipped with alarm systems. If these are triggered, the system switches to the safe
state and laser emission is stopped. Please first attempt to eliminate the error as described in the table
below. Ifthe error persists, contact Asclepion Laser Technologies GmbH or personnel that have been ex-
pressly authorized by Asclepion Laser Technologies GmbH.

Before contacting the Asclepion Laser Technologies GmbH technical customer service department, please
write down the name of the error and the error code.

Coolant ~ BC4 coolant must be filled using the filling set (supplied with the device) using
Error 513 *the connections on the rearside of the device (see the Routine maintenance
(Error 513) section).

Communication error Communication has been interrupted. [

(all 50 XXXerrors)  Restart the device. Operation can be continued. Contact Technical Service ifthe |

error occurs again. i
The operating temperature istoo low or too high. | |
Temperature error . . . . .
' Check sufficient air supply to the housing. Restart the device. ]
(all 150 XxXerrors)  .Operation can be continued. Contact the service department if the error occurs j
again. p
Foot switch Please release the foot switch.

(400 XXXerrors) (Do not press foqt switch too early, wait until the display shows READY with a
yellow warning sign)

. is
» The door contact plug is not (correctly) connected. Lemm

Door interlock Ifthe door has been connected to the door contact, the door is open.

(600 601 errors) Properly connect the door contact plug.

Ifthe door has been connected to the door contact: close the door. ,,

y
I, Restart the device. Contact the service department ifthe error occurs again.

Handpiece error  Check the handpiece connection.

(all 61XXerrors)  Restart the device. Contact the service department ifthe error occurs again.
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10 Error messages and troubleshooting

The device is operated using line voltage and emits laser radiation. There is a risk of electric
|; shock and injury to the eyes!
® The troubleshooting procedures specified below must be followed at all times. Any deviation
A from the specified methods and, of course, any opening of devices or handpieces are prohibit-

I: ed (except replacing the laser tip for the X_handpiece). ~ > r

" Important information 1, - A -p R O«

i' Improper use or maintenance ofthe laser system can invalidate the Asclepion Laser Technolo-
gies GmbH warranty. - n >

Yy > - . L% .
*For any questions not answered in this manual, contact your customer service representative
i (see chapter Customerserv/ce)." -

10.1 General information

Ifthe device does not respond after turning the key switch, check that:

1. The device is connected to the power supply
2. The main power switch on the rear side of the device is switched on

3. TheLaser Emergency STOP button is disengaged. If it is engaged, disengage it by turning the red button to
the left until the lock is released and the button pops out.

As previously mentioned, the user interface on the display will help you with error analysis.

Communicetion  snaster sijwe

OoPRENS | Per R

Figure 52: Error message screen (example)
For general errors, the display shows an error message with an operating instruction in plain text. Some

errors can be remedied by the user. To do so, follow the instructions on the display.
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Cleaning; Process for the optical contact surfaces of the laser tips and for
Manual the optical surfaces of the XLhandpiece, which are accessible
after disconnecting the laser tip:
The accessible optical surfaces must be clean.
First, breathe on the optical surface and then clean with a mi-
crofiber cloth. Inthe event of stubborn dirt, first use disinfecting
wipes followed by microfiber cloths. Do not scratch the optical
surface.

i <42n

Cleaning and disinfecting: Not possible and prohibited.

Automatic ‘

Disinfection After cleaning, disinfect the accessible outer surfaces using a disin-
fecting wipe (e.g. Kodan® or Bacillol® wipes).
Do not scratch the optical surface. Visually inspect it without any
tools (look at the optical surface horizontally).

Sterilization *3" I Not possible, not required and prohibited.’ 2 sl

Storage and transport: The parts must be stored and transported in a clean container that

is protected from contamination and damage. The parameters must
be observed according to the permissible ambient conditions inthe
Technical data Section.

Once reprocessing of the handpiece is complete, continue to hold it while you clean and disinfect the
handpiece holder on the device as described for the handpiece base body. Only then can the completed
handpiece be stored safely in the holder on the device.

The manufacturer has validated that the instructions listed above for reprocessing are SUITABLE for reus-
ing the application parts.

A The contact surface of the handpiece comes into contact withithe patientwhen treating the

' I skin. There is the risk of transmitting microorganisms.

The person performing the reprocessing work is responsible for ensuring that the reprocessing
mprocess actually carried out with the equipment, materials and personnel used inthe repro-
5 cessing facility achieve the desired results.

This usually requires normal validations and routine monitoring of the process. The person performing the
reprocessing work should also carefully evaluate each deviation from the provided instructions for effec-
tiveness and adverse consequences.

The reprocessing may only be carried out by trained and authorized staff.

The manufacturer does not accept any liability for any direct or consequentional damages if the repro-
cessing was improperly.
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9.2 General procedure for cleaning and disinfecting the handpieces

Important information

Cleaning the handpieces with wet cloths or under running water, or spraying with products,
such as disinfectants, is prohibited. Cleaning in this way can damage the internal optics and
electronics. Only damp cloths may be used, such as Kodan® or Bacillol® wipes. (Parts are dam-
aged by strongly iacidic or basic solutions!)

The handpieces cannot be sterilized.

Frequent cleaning has little effect on the handpieces. Colors can become faded or changed, but
this does not affect the use.

The end of the product's service life is normally determined by Wear and damage.

The handpieces thust be protected from contamination ifthey are not used for prolonged peri-

ods.

INSTRUaiONS
Workstation

Preparation for cleaning

Cleaning:
Manual

The workstation must be clean and disinfected and all required tools
must be within reach.

Equipment: Non-woven cloths; microfiber cloths supplied byAscle-
pion or eyeglasses cleaning wipes of the same type; disinfecting
wipes (e.g. Kodan® or Bacillol® -wipes); Disposable gloves.

The device must be switched off.

The handpieces must be reprocessed as soon as possible after use
(within 30 minutes).

Opening or disassembling the handpieces is prohibited.

Only exception:

for the XL handpiece, disconnection of the laser tip from the base
body to change the spot size (see chapter Operating the device/
Changing the handpiece and changing the spot size on the XL hand-
piece).).

It is neither necessary nor recommended to disconnect the hand-
piece from the device for cleaning and disinfecting.

The laser device should be positioned so that it is directly next to the
workstation. If necessary, unplug the power plug to do so. Then, re-
furbishing can occur since the hose is long enough.

Put on gloves.

The handpiece is not removed from the holder until reprocessing
begins. It is held firmly in one hand (wearing gloves) by the end of
the handle throughout the entire process while the other hand is
used to clean and disinfect. This prevents the handpiece from falling.

1. Method for the base body of the handpiece:
The accessible outer surface of the handpiece base body and
cooling probe are first cleaned coarsely from gel using a non-
woven cloth. Then thev are cleaned with a new. slightly damp
cloth or disinfecting wipe. The cloth or wipe must never be wet
or dripping wet.
Disinfecting wipes have to be used inthe event of stubborn dirt.
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9 Cleaning and disinfection

9.1 General rules

Device

The device is operated using line voltage. There is risk of electric shocki

& Before cleaning and disinfecting, disconnect the device from the line voltage by unplugging the
power cable from the power socket. r

jvThe user may only cleanthe outside surfaces of the device. Only slightly moistened, soft wipes,
such as Kodan®-or Bacillol®wipes, may be used for cleaning and disinfecting. Cleaning or disin-
fecting using wet cloths or spraying products such as disinfectants is prohibited.

The device must be cleaned and disinfected at least daily after the last use of the device. The device
should be covered with a clean cloth when it is not being used every day.

Procedure;

»  Switch off the device by the key switch and power switch. Disconnect the device from the line
voltage by unplugging the power cable from the power socket.

e Puton single use gloves.

» Al accessible outside surfaces are cleaned using a slightly moistened, soft wipe. Doing this, the
connections at the rear side of the device are left out.

»  Use Kodan® or Becillol®wipes to remove stubborn dirt. Abrasive agents must not be used |

o  After, all accessible outside surfaces are carefully disinfected using Kodan® or Bacillol®wipes.
Observe the instructions for disinfection given by the manufacturers.
Doing this, the connections at the rear side of the device are left out.
Aggressive disinfectants must not be used!

Handpieces

The contact surface of the handpiece comes into contact withlthe patient wyhen treating the

S skin. There is the risk of transmitting microorganisms.
The handpiece used must be thoroughly cleaned and disinfected bv hand immediately after
each use and directly before use on the patient. Automatic cleaning or disinfection is prohibit-
ed, as is sterilization.
If cleaning is required during a treatment, the device must be switched to the STANDBY state
before cleaning startsi Inthis case, do not use any flammable substances, such as alcohol or
isopropyl alcohol, near the treatment area, since there is a risk of fire ifthe laser is activated af-
terwards. even ifthe risk is low!

w-lm ..................................... * ,

Dirt deposits on the optical surfaces can burn in due to the laser radlatlon and cause side ef-
fects such as redness, potential formation of blisters or scabs, and scars in rare cases!

Make sure that accessible optical surfaces are not damaged artd remain clean after cleaning
and during treatment.

The notes for the procedure in the following sections must be observed
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8  Accessories

The use of accessories not tested and approved by Asdepion Laser Technologies GmbH for use
with this laser device can cause severe damage to the eye or electrical shocks.
Accessories and application parts other than those specified in this user manual may not be
used with this device. ' LI
A All removable accessories and cables are approved for this device only and may be used only
together with this device.® - "y -e
We strongly advise against the use of accessories or other parts made by other manufacturers.
Even if an official testing authority has certified that a specific accessory unit is technically safe,
Asdepion Laser Technologies GmbH cannot assume any liability for these products. *

Acurrent list can be procured at any time at Asdepion Laser Technologies GmbH.

159099047-V1-24Varch 2016-UMHMBSPRO-RUS (en) 73

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



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



Clinical outcome of Acne inversa treatments:

Prospective randomized comparison

study

Objective:

The therapy of choice in advanced stage

Bechara et al. of HYAl isthe surglgal removal of all af-
N fected areas. Apossible causal approach

Prospective_ stgdy compar-  coyld be the destruction of hair follicles
ing laser epilation treat-

in early stages.
ment versus no treatment ...
of mild and moderate Hid- L . )
radenitis suppurativa/ Acne 68 Patients with HYA! included
inversa (HS/ Al) 58 treatments finished at present

40 with follow up of 12 month evaluated
Lecture at 44th annual con- )
ference of DGPRAC Parameter and method:

September 2013, Munster, Side t_)y side comparison: treatment with
German MeDioStar vs. untreated control
y :
Spot size 12mm,

(translation from German) skin type (as for hair removal)

6 laser treatments with interval of 4
weeks

Evaluation:

Evaluation by HS Score before and after
12 months

7.7  Treatment of actinic elastosis

Fluence and pulse duration dependent on

Asclepi«n

Destruction of hair follicles by la-
ser hair removal seems to be an
effective therapy option for mild
and moderate HYAI.

Details:
After treatment:
average reduction of HSscore:

47,62%.

Average reduction of HS score
after 12 months:

77,33%.

Treatment of actinic elastosis is an improvement of skin damage caused mainly by light, it means a regen-
eration of the skin structure (skin tightening, reduction in pore size), brightening of pigmentation and re-
duction in small wrinkles (also simplistically referred to as "skin rejuvenation™).

The treatment—including contraindications, side effects and treatment method—are identical to epilation

(see above).

However, unlike epilation treatment, 3 passes using the professional mode are carried out immediately
one after the other. Then it is best to cool the skin with a cooling mask for a prolonged period.

The process requires 3 treatments one month apart.

If, however, treatment is intended specifically for brightening liver spots (diagnosis must be verified to
rule out cancerous and precancerous conditions!), treatment is carried out with a small spot size at a dis-
tance of approximately 1 mm from the skin. After the treatments, the lentigines initially become darker!

The patients must be made aware of this accordingly.

Presentation bv Sue McCoy, M.D. for the "Joint Laser Conference' in Edinburgh, 2004

Treatment of lentigines with a diode laser at 808 nm
S. McCoy; Laser, Skin & Vein Clinic, North Adelaide, South Australia

Background

Lentigines are common benign epidermal skin lesions which occur predominantly on sun-exposed areas of
individuals with fair (Fitzpatrick Types IHII) skin, increasing incidence with advancing age. Histologically, so-
lar lentigines exhibit elongation of the epidermal rete ridges and an increase in the number of melano-

cytes and the amount of epidermal pigment.
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Objective:
\/. Tsepkolenko, S. efficacy of selective laser coagulation in  complete healing - 75% (79 pa-
Khaustov, A Burov patients with blue veins (up to 3mm) tients),
"Our experience in vessels' Parameter: significant improvement - 20% (21
laser coagulation™ MeDioStar (Asclepion, Germany), patients),
Clinic of plastic and aes- wavelength 810 nm, spot size 6 mm, moderate improvement - 4 % (4
thetic surgery "VIRTUS"  fyence 80-160 J/cm2 patients),
Odessa, Ukraine Patients: inconsiderable improvement -1%
(translation from Russian) g patients with blue vessels up to 3mm (L patient).

diameter
Wollina U, Konrad H
izg?e'ggv\l_g Ea:;?srge‘ 35 patients with spider leg veins, . Complete clearance after |"

; 2treatments 2 weeks apart, «* treatment with 15 of 35 patients,

Response of spider leg 810 nm diode laser 20 of 35 remarkable improve-
VeIns to F_’U'Seld _d|(:dre]_lase/r\ 12 mm spot size, 60 ms pulse length , 80- ment; stable situation after 6
I(Sliocar:rgz. dar((:arlr?if;c’m IsStZ; ' 100 Jerm” fluence month, tT-v-
t?gscopy study P Skin biopsies 2 patients had mild scarring, oth-
3 Cosmet Laser Ther Remittance spectroscopy - ° erwise no side effects.

2003;5:154-62

7.6 Treatment of acne

Acne vulgaris is one of the most frequently treated Ilinesses in dermatology practices. The treatment is
usually lengthy and sometimes associated with substantial side effects.
The young people affected usually suffer severely from this.

Acne is primarily an illness of the sebaceous gland follicles, which are located predominantly on the face,
back and chest. At first, they create non-inflammatory blackheads, but later a series of inflammatory efflo-
rescences such as papules, pustules and lumps can also develop. Acne vulgaris or "common acne™ is
caused by increased androgen levels during puberty and subsides at the beginning of the thirties at the
latest.

Similar to hair removal, the infrared radiation of the MeDioStar penetrates deep enough into the skin to
reach the sebaceous gland follicles.

The treatment—including contraindications, side effects and treatment method—are identical to epilation
(see above).

However, unlike epilation treatment, 3 -4 passes are carried out immediately one after the other. Then it
is best to cool the skin with a cooling mask for a prolonged period. The treatment is painful due to in-
flammation.

The process requires 3to 5treatments one week apart.

Acne Inversa*™* is an illness of skin appendages, it starts from the sebaceous giands and has a secondary
effect on the apocrine perspiratory glands. Men and women are equally susceptible. The illness often be-
gins as early as puberty, but can appear at any other time in life later on.

Avreas particularly susceptible include axillae and the groin-pubic region up to and including the gluteal re-
gion. It affects the back and stomach less frequently and very rarely affects otherwise typical acne regions,
such as the face.

(1) Courtesy of Dr. med. C. Passos Pereira, Hiirth-Hermuhlheim, published in DERMAforum, Sept. 2003 (translated from German)
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_ ] TUVRheinland
Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Asclepion Laser Technoloaies GmbH
Brusseler Str. 10
07747 Jena
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

see attachment
Proof has been furnished that the requirements specified in
EN ISO 13485:2012

EN I1SO 13485:2012/AC:2012

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date; 2015-12-03
Certificate Registration No.: SX 60105769 0001
An audit was performed. Report No.; 21232818 001
This Certificate is valid until: 2018-12-02
Certification Body
| pAKks
Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

>>

Date 2015-12-01 ‘
Dipl.-Ing. D. Mreier—

TUV Rheinland LGA Products GmbH - Tillystraae 2 - 90431 Nurnberg

Tel: +49 221 806-1371 Fax; +49 221 806-3935 e-mail:cert-validity@de.luv.com http;//www.tuv.com/safety

IKQZOh (UOS S IIA*. TUiiVine TUV*ra irMtaiTiaixs Udilutiontiidappiicaiio'irMiuiiM prk» (ipprovsl
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Grundlegende AnforcRrungen zur Beweitung der Imiformitat nach

cL 7351 RL 93/742/EWG + Asdepien
Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *
Revision index: C Identification number: CaM/14/11/12-01 _Page290f30
Identification code/year/month/day-number CaM141112-01,doc
Anforderungen der Richtlinie Ubereinstimmun : s
para- TN OTCer! gen ger "ic Comotianoe 9 harmonized remarks, deviations
graph Beschreibung ja lnein N/A standard and/or risks
short description yes 1 no

1.1c Die klinische Bewertung und ihre Dokumentation werden aktiv
anhand der aus der Uberwachung nach dem Inverkehrbringen

Clinical Evaluation
erhaltenen Daten auf dem neuesten Stand gehalten

The clinical evaluation and its documentation will be kept ac- B B ENAéS%3§485:2003 QMH:
%g/%;)tr; the basis of the post-market surveillance data obtained MEDDEY 2.7.1:2009 PA 737 Design Changes

PA851/AA8523 Monitoring of complaints

Eine klinische Uberwachung nach dem Inverkehrbringen ist
als Bestandteil des Oberwachungsplanes nach dem Q B
Inverkehrbringen nicht erforderlich.

A clinical post-market monitoring is not required as part of the post-market
monitoring plan.

Wenn ja, Ifyes

Die Entbehrlichkeit ist ordnungsgemaft begrundet und doku- B B B
mentiert
The dispensability is properly justified and documented

Achtung: Dieser Absatz gilt nur, wenn der Nachweis der Ubereinstimmung mit den grundlegenden Anforderungen auf der Grundlage klinischer
l.1d Daten als nicht notwendig erachtet wird
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Anforderungen der Richtlinie
requirements of the directive

Beschreibung
short description

Datum der Ausgabe Oder der letzlen Uberarbeitung der Ge-

brauchsanweisung.
Date or edition or the last modification of the user manual

Anhang X

Annex X

Kfinische Bewertung

Clinical evaluation

Atigemeine Bestimmungen

General requirements

Der Nachweis, dass die Anforderungen den Abschnitten 1, 3
und 6 nach Anhang Zlerfullt werden, erfoigt auf der Grundlage
klinischer Daten.

The verification, that the requirements of sections 1,3 and 6 acc. Annex 1will
be fulfilled, is based on clinical data.

Die Bewertung dieser Daten (Klinische Bewertung) erfoigt
gemaR einem definierten und methodisch einwandfreien Ver-

fahren auf der Grundlage;
The evaluation of these data (clinical evaluation) must follow a defined and
methodologically sound procedure based on Ver

Einer kritischen Bewertung der einschlagigen, derzeit verfiig-
baren wissenschaftlichen Literatur uber Sicherheit, Leistung,
Auslegungsmerkmale und Zweckbestimmung des Produkts
Dabei

A critical evaluation of the relevant sdentific literature currently available
cash-on security, performance, design characteristics and intended use of
the Product database

wird die Gleichartigkeit des Produkts mit dem Produkt

nachgewiesen, auf dass sich die Daten beziehen
Is the similarity of the product to the device, refer to that data

Und /and
belegen die Daten in angemessener Weise die Oberein-
stimmung mit den einschlagigen grundlegenden Anforde-
rungen

The data as appropriate, the Convention with the consent relevant
basic requirements
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remarks, deviations
and/or risks

Conformity Evaluation EN 1041
Checklist user manual

Same applications and similair
parameterrs as the forerunner device
MedioStar NeXT

Clinical Evaluation

Clinical Evaluation
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k) Gegebenenfalls Angaben die es dem medizinischen Personal
erlauben, den Patienten auf Gegenanzeigen und zu treffende
Vorsichtsmadnahmen hinzuweisen. Dabei handelt es sich
insbesondere um folgende Punkte;
VorsichtsmalJnahmen, die im Falle von Anderungen in der B
Leistung des Produkts zu treffen sind;
The instructions for use must also include details allowing the medical staff to
brief the patient on any contra-indications and any precautions to be taken.
These details should cover in particular:
precautions to be taken in the event of changes in the performance of the

device;
|) Vorsichtsmaftnahmen fur den Fall, dass es unter vernunfti-
gerweise vorhersehbaren Umgebungsbedingungen zu einer
Exposition gegenuber Magnetfeldern, elektrischen Fremdein-
flussen, elektrostatischen Entladungen, Druck Oder Druck-
schwankungen, Beschleunigung, Warmequellen mit der Ge- n B
fahr einer Selbstentzundung usw. kommt
precautions to be taken as regards exposure, in reasonably foreseeable
environmental conditions, to magnetic fields, external electrical influences,

electrostatic discharge, pressure or variations in pressure, acceleration,
thermal ignition sources, etc.;
m) ausreichende Angaben zu Arzneimitteln, fur deren Verabrei-
chung das betreffende Produkt bestimmit ist; hierzu zahlen
auch Angaben zu Beschrankungen in der Wahl der zu verab-
reichenden Stoffe B B
adequate information regarding the medicinal product or products which the
device in question is designed to administer, including any limitations in the
choice of substances to be delivered;

n) Vorsichtsmaftnahmen fur den Fall, dass ein Produkt im Hin-
blick auf seine Entsorgung eine besondere Oder ungewohnli- B B

che Gefahr darstellt;
precautions to be taken against any special, unusual risks related to the
disposal of the device;

0) Stoffe Oder Derivate aus menschlichem Blut, die gemali Ab-
schnitt 7.4 einen festen Bestandteil des Produkts bilden; a B
medicinal substances incorporated into the device as an integral part in
accordance with Section 7.4;
P) bei Produkten mit Messfunktion der vom Hersteiler vorgege-
bene Genauigkeitsgrad; B B

degree of accuracy claimed for devices with a measuring function.
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EN 60601-1-6:2010
IEC 60601-2-22:2007
EN 1041:2008

EN 60601-1:2006
EN 60601-1-2:2007

Checklist user manual
Conformity Evaluation IEC 60601-1-22
Conformity Evaluation Usability

Test Report EN 60601-1
Test Report EN 60601-1-2
Checklist user manual

Delivery of substances is not intended

No unusual risks related to the disposal of
the device

No medical substances in accordance with
Section 7.4

No measuring function implemented
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h) bei wiederzuverwendenden Produkten Angaben iiber geeigne-
te Aufbereitungsverfahren, z. B. Reinigung, Desinfektion, Ver-
packung und gegebenenfalls Sterilisationsverfahren, wenn |/| B B
eine erneute Sterilisation erforderlich ist, sowie Angaben zu EN 60601-1:2006 Test Report EN 60601-1
einer eventuellen zahlenmaftigen Beschrankung der Wieder- EN 1041:2008 Conformity Evaluation EN 1041
verwendungen; ) )
if the device is reusable, information on the appropriate processes to allow Checklist user manual
reuse, including cleaning, disinfections, packaging and, where appropriate,
the method of sterilization of the device to be desteriiised, and any restriction
on the number of reuses. Where devices are supplied with the intention that
they be sterilized before use, the instructions for cleaning and sterilization
must be such that, if correctly followed, the device will still comply with the
requirements in Section 1;

Sofern das Produkt einen Hinweis tragt, dass es fur den ein-
maligen Gebrauch bestimmt ist.
Nach 13.1 keine Gebrauchsanweisung erforderlich ist,

N jedoch Informationen iiber bekannte Merkmale und technische
Faktoren, von denen der Hersteiler weifi, dass sie eine Gefahr
darstellen konnten vorliegen,
werden die Informationen dem Benutzer auf Anfrage zugang-
lich gemacht.

If the device bears an indication that it is intended for one-off use. After 13.1
no instruction manual is required, but infonnation on known characteristics
and technical factors, known to the manufacturer that they could pose a risk
to be present to provide information to the user upon request. )

i) Hinweise auf eine moglicherweise vor der Anwendung eines
Produkts erforderliche besondere Behandlung Oder zusalzli- EN 60601-1:2006 Test Report EN 60601-1

che Aufbereitung (z.B. Sterilisation, Montage usw.); B B B en 1041:2008 Conformity Evaluation EN 1041
details of any further treatment or handling needed before the device can be

A - Checklist user manual
used (for example, sterilization, final assembly, etc.);

) bei Produkten, die Strahlungen zu medizinischen Zwecken EN 60601-1:2006 Checklist user manual
aussenden, Angaben zu Beschaffenheit, Art, Intensitat und IEC 60601-2-22:2007 Conformity Evaluation IEC 60601-1-22
Verteilung dieser Strahlungen. n B B EN 1041:2008

in the case of devices emitting radiation for medical purposes, details of the
nature, type, intensity and distribution of this radiation.
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Grundlegende Anforffirungen zur Beweitung der iffinformitat nach

RL 93/742/EWG *
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

Anforderungen der Richtlinie
requirements of the directive

Beschreibung
short description

gegebenenfalls besondere Hinweise zu Lagerung und/oder
Handhabung;
any special storage and/or handling conditions;

gegebenenfalls besondere Anwendungshinweise;
any special operating instructions;

gegebenenfalls Warnungen und/oder Hinweise auf zu treffen-
de Vorsichtsmadnahmen;

any warnings and/or precautions to take;

bei aktiven Produkten mil Ausnahme der Produkte gemaR
Buchstabe e) Angabe des Herstellungsjahres; diese Angabe
kann in der Los bzw. Seriennummer erscheinen;

year of manufacture for active devices other than those covered by (€). This
indication may be included in the batch or serial number;

gegebenenfalls das Sterilisationsverfahren;

where applicable, method of sterilization.

1st die Zweckbestimmung eines Produkts fur den Anwender
nicht offensichtlich, ist diese deutlich auf der Kennzeichnung
und in der Gebrauchsanweisung angeben.

If the intended purpose of the device is not obvious to the user, the manufac-
turer must clearty state it on the label and in the instructions for use.

Die Produkte und ihre abnehmbaren Bauteile sind — gegebe-
nenfalls auf der Ebene der Produktiose und soweit vernunfti-
gerweise praktikabel — identifizierbar, damit jede geeignete
MaRnahme getroffen warden kann, um mogiiche Risiken im
Zusammenhang mit den Produkten und ihren abnehmbaren
Bauteilen festzustellen.

Wherever reasonable and practicable, the devices and detachable compo-
nents must be identified, where appropriate in terms of batches, to allow all
appropriate action to detect any potential risk posed by the devices and
detachable components.

Die Gebrauchsanweisung enthalt nach Maligabe des konkre-
ten Falles folgende Angaben:

Where appropriate, the instructions for use must contain the following particu-
lars;

Angaben gemali Abschnitt 13.3 mit Ausnahme der Angaben in
Buchstaben d) und e);

the details referral to in Section 13.3, with the exception of (d) and (e);
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compliance
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Identification code/yearfrmonth/day-number

harmonized
standard

EN 60601-1:2006
EN 1041:2008

EN 60601-1-6:2010
EN 62366:2008
EN 1041:2008

see 131 a

see 131 a

see 131 a

EN 1SO 14971:2009
EN 60601-1-2006
IFO 60601-2-22-2007
EN 980:2008

EN 15223-1:2012

EN 1041:2008

EN 60601-1:2006
EN 1041:2008

page 23 of 30

CL7351 93-42-EEC MSPRO V01
Car.1141112-01.doc

remarks, deviations
and/or risks

User manual

Test Report EN 60601-1
Conformity Evaluation EN 1041
Checklist user manual
Conformity Evaluation Usability

Conformity Evaluation EN 1041

Checklist user manual

Type plate

No sterile or sterilizable product

Checklist user manual
User manual

Removable hand piece, signed with manu-
facturer, item and serial number

Test Report EN 60601-1

Conformity Evaluation IEC 60601-1-22
Conformity Evaluation EN 980/ EN15223-
1

Conformity Evaluation EN 1041

Test Report EN 60601-1

Checklist user manual
Conformity Evaluation EN 1041
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short description yes no

12.8.2  Die Produkte sind mit Einrichtungen ausgestattet, die jegliche
Storung der Mengenregelung, die eine Gefahr darstellen kann, O B
verhindern und/oder signalisieren. EN 1SO 14971:2009 Risk Management Report

Devices must be fitted with the means of preventing and/or indicating any R . Lo
inadequacies in the flow-rate which could pose a danger. IEC 60601-2-22:2007 Risk anaiysis and control

EN 62304:2006 Conformity Evaluation |IEC 60601-1-22
Die Produkte sind mit geeigneten Vorrichtungen ausgestattet, fvl B B Test Report EN 60601-1
welche die unbeabsichtigte gefahriich (iberhohte Abgabe von Conformity Evaluation EN 62304
Energie durch die Energiequeile bzw. von Stoffen verhindern.
Devices must incorporate suitable means to prevent, as far as possible, the

accidental release of dangerous levels of energy i'or an energy and/or
substance source.

12.9 Die Funktion von Bedienungs- und Anzeigeeinrichtungen ist

auf den Produkten deutlich angegeben sein. . d B B  IEC 60601-2-22:2007 Conformity Evaluation IEC 60601-1-22
The function of the controls and indicators must be clearly specified on the EN 980:2008 Conformity Evaluation EN 980 /EN15223

devices. EN 15223-1:2012 1

Sind die Anweisungen fiir die Anwendung des Produkts auf
diesem selbst angebracht Oder werden die Betriebs- oder B B  EN60601-1-6:2010 Conformity Evaluation Usability
Regelungsparameter visueil angezeigt, so sind diese Angaben EN 62366:2008
]IC'UL den Anwender und gegebenenfalls den Pafienten verstand-
ich.
Where a device bears instructions required for its operation or indicates
operating or adjustment parameters by means of a visual system, such in-
formation must be understandable to the user and, as appropriate, the pa-
tient.

13 Bereitstellung von Informationen durch den Hersteller

: Information supplied by the manufacturer

13.1 a) Jedem Produkt sind Informationen beigefugt, die — unter
Beriicksichtigung des Ausbildungs- und Kenntnisstandes des .
vorgesehenen Anwenderkreises — die sichere und ordnungs- EN 1SO 14971:2009 F;:;;; Z:njie;:\‘egtogg f_olrt
gemalie Anwendung des Produkts und die Ermittiung des EN 60601-1:2006 P ) /
Herstellers moglich machen. Diese Informationen bestehen B B  EN 15223-1:2012 Conformity Evaluation EN 980 /EN 15223-
aus Angaben auf der Kennzeichnung und solchen in der Ge- EN 980:2008 1

brauchsanwe|3ung_ EN 1041:2008 Conformity Evaluation EN 1041
Each device must be accompanied by the information needed to use it safely : Checklist user manual

and to identify the manufacturer, taking account of the training and knowl-
edge of the potential users. This information comprises the details on the
label and the data in the instructions for use.

Checklist device labels
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11.5.2  Produkte, die ionisierende Strahlungen aussenden und fiir die
radiologische Diagnostik bestimmt sind, sind so ausgelegt und
hergestellt, dass sie im Hinbiick auf den vorgesehenen An-
wendungszweck eine angemessene Bild- und/oder Ausgabe-
qualitat bei moglichst geringer Strahlenexposition von Patient B B I/I
und Anwender gewahrleisten.
Devices emitting ionizing radiation intended for diagnostic radiology shall be
designed and manufactured in such a way as to achieve appropriate image
and/or output quality for the intended medical purpose whilst minimizing
radiation exposure of the patient and user.
11.5.3 Produkte, die ionisierende Strahlungen aussenden und fiir die
radiologischeTherapie bestimmt sind, sind so ausgelegt und
hergestellt, dass sie eine zuverlassige Uberwachung und Kon-
trolle der abgegebenen Strahlungsdosis, des Strahlentyps und
der Strahlenenergie sowie gegebenenfalls der Qualitat der B B B
Strahlung ermoglichen.
Devices emitting ionizing radiation, intended for therapeutic radiology shall be
designed and manufactured in such a way as to enable reliable monitoring
and control of the delivered dose, the beam type and energy and where

no emission of ionizing radiation

no emission of ionizing radiation

appropriate the quality of radiation.
12 Anforderungen an Produkte mit externer oder interner Energiequeile
" Requirements for medical devices connected to or equipped with an energy source
21 Produkte, die programmierbare Elektroniksysteme umfassen,

sind so ausgelegt, dass
Devices incorporating electronic programmable systems must be designed to
ensure
Risk Management Report

die Wiederholbarkeit, B B B  EN1S0 14971:2009 Test Report EN 60601-1

the repeatability y B B EN 62304:2006 Conformity Evaluation EN 62304

dil_e abZ_Iuver!jassigkeit und

reliabiity an IEC 60601-2-22:2007 Conformity Evaluation IEC 60601-1-22

die Leistung dieser Systeme entsprechend der Zweckbestim- 7 B B
mung gewahrleistet wird.
performance of these systems according to the intended use.
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Revision index: C

Anforderungen der Richtlinie
requirements of the directive
Beschreibung

short description

Unbeabsichtigte Strahlung

Unintended radiation

Die Produkte sind so ausgelegt und hergestellt, dass die Ex-
position von Patienten, Anwendern und sonstigen Personen
gegenuber unbeabsichtigter Strahlung bzw. Streustrahlung so
weit wie moglich verringert wird.

Devices shall be designed and manufactured in such a way that exposure of

patients, users and other persons to the emission of unintended, stray or
scattered radiation is reduced as far as possible.

Gebrauchsanweisung

Instructions

Die Gebrauchsanweisung von Produkten, die Strahlungen
aussenden, beinhaltet genaue Angaben

The operating instructions for devices emitting radiation must give detailed
information as to

para-
graph

11.3

1131

114

1141

zur Art der Strahlenemissionen,
the nature of the emitted radiation

zu den Moglichkeiten des Strahlenschutzes fur Patienten und
Anwender und
means of protecting the patient and the user and

zur Vermeidung von Milibrauch und installationsbedingten
Risiken.

on ways of avoiding misuse and of eliminating the risks inherent in installa-
tion.

lonisierende Strahlungen

lonizing radiation

Produkte, die zum Aussenden ionisierender Strahlungen be-
stimmt sind, sind so ausgelegt und hergestellt, dass - soweit
durchfuhrbar - die Quantitat, die Geomethe und die Qualitat
der ausgesandten Strahlung unter Beriicksichtigung des be-
absichtigten Zwecks verandert und kontrolliert werden konnen.
Devices intended to emit ionizing radiation must be designed and manufac-
tured in such a way as to ensure that, where practicable, the quantity, ge-

ometry and quality of radiation emitted can be varied and controlled taking
into account the intended use.

115

1151
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CL7351 93-42-EEC MSPRO V01
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remarks, deviations
and/or risks

Contact tip

protective laser goggles

Conformity Evaluation IEC 60601-1-22
Conformity Evaluation EN 60825-1

Conformity Evaluation IEC 60601-1-22
Conformity Evaluation EN 60825-1

Conformity Evaluation Usability

Checklist user manual

no emission of ionizing radiation
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Anforderungen der Richtlinie Ubereinstimmung P
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graph Beschreibung ja nein  N/A standard and/or risks
short description yes no
8.6 Verpackungssysteme fiir nicht sterile Produkte sind so be-
schaffen, dass die vorgesehene Reinheit des Produkts unbe-
schadet erhalten bleibt und, B B

Packaging systems for non-sterile devices must keep the product without
deterioration at the level of cleanliness stipulated and,

wenn das Produkt vor einer Anwendung sterilisiert warden
soli, das Risiko einer mikrobiellen Kontamination soweit wie B B No sterile product

moglich verringert wird; . .
if the devices are to be sterilized prior to use, minimize the risk of microbial No sterile accessories

contamination;

das Verpackungssystem eignet sich fiir das vom Herstelleran- B B
gegebene Sterilisalionsverfahren
the packaging system must be suitable taking account of the method of
sterilization indicated by the manufacturer.

8.7 Verpackung und/oder Kennzeichnung des Produkts erlauben
eine Unterscheidung von gleichen Oder ahniichen Produkten,
die sowonhl in steriler als auch in nicht steriler Form in Verkehr B Only non sterile accessories
gebracht warden.
The packaging and/or label of the device must distinguish between identical
or similar products sold in both sterile and non-sterile condition.
Eigenschaften im Hinblick auf die Konstruktion und die Umgebungsbedingungen
Construction and environmental properties

91 Wenn das Produkt zur Verwendung in Kornbination mit ande-
ren Produkten Oder Ausrustungen bestimmt ist;
If the device is intended for use in combination with other devices or equip-

ment,
-die Kombination einschlielilich der Anschlusse ist sicher, B B B ) )
the whole combination, including the connection system must be safe Not intend to us with other ME-products
- beeintrachtigt die vorgesehene Leistung der Produkte nicht. B B B
must not impair the specified performances of the devices.
B B B

Jede Einschrankung der Anwendung ist auf der Kennzeich-

nung Oder in der Gebrauchsanweisung angegeben.
Any restrictions on use must be indicated on the label or In the instructions
for use.
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Grundlegende Anforderungen zur Bewertung der k*nformitat nach -

RLO3/42/EWG*

Asdep!l«n

Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

Anforderungen der Richtlinie
requirements of the directive
Beschreibung

short description

Der Nachweis der Ubereinstimmung mit den grundlegenden

Anforderungen umfasst eine klinische Bewertung gemali
Anhang X

Evidence of compliance with the essential requirements include a clinical
evaluation according Annex X

identification number:

Ubereinstimmung

compliance
ja nein  N/A
yes no

N B B

ANFORDERUNGEN AN DIE AUSLEGUNG UND DIE KONSTRUKTION

Requirements regarding design and construction

Chemische, physikalische und biologische Eigenschaften
chemical, physical and biological properties

Die Produkte sind so ausgelegt und hergestellf, dass die
Merkmale und Leistungen gemaii Abschnitt I ,,Allgemeine
Anforderungen” gewShrleistet sind. Dabei wurde besonders
auf folgende Punkte geachtet;

The devices must be designed and manufactured in such a way as to guar-

antee the characteristics and performances referred to in Section 1 on the
‘General requirements’. Particular attention must be paid to:

Auswahl der eingesetzten Werkstoffe, insbesondere
hinsichtlich der Toxizitat und gegebenenfalls der Ent-
flammbarkeit;
the choice of materials used, particularly as regards toxicity and, where
appropriate, flammability.
wechselseitige Vertraglichkeit zwischen den eingesetzten
Werkstoffen und den Geweben, biologischen Zellen so-
wie Korperfliissigkeiten, und zwar unter Berucksichtigung
der Zweckbestimmung des Produkts;
the compatibility between the materials used and biological tissues,
cells and body fluids, taking account of the intended purpose of the de-
vice.

Die Ergebnisse von Untersuchungen an biophysikali-
schen Oder anderen Modellen, deren Gultigkeit bereit er-
wiesen wurde
The results of investigations on biophysical or between other models,
whose validity had prepared, he has been

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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and/or risks

Clinical Evaluation
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Grundlegende Anforderungen zur Bewertung der Konformitat nach

RL 93/42/EWG *

Asdepi.en

Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

Anforderungen der Richtlinie
requirements of the directive
Beschreibung

short description

Die Produkte erbringen die vorgegebenen Leistungen, d.h. sie
Sind so ausgeiegt, hergestellt und verpackt, dass sie geeignet
Sind, eine Oder mehrere der in Art. 1 Abs.2 a) genannten
Funktionen entsprechende den Angaben des Herstellers zu

erfullen.

The devices must achieve the performances intended by the manufacturer
and be designed, manufactured and packaged in such a way that they are
suitable for one or more of the functions referred to in Article 1 (2) (a), as
specified by frie manufacturer.

Die Merkmale und Leistungen gemaS den Abschnitten 1, 2
und 3 andern sich nicht derail, dass der kiinische Zustand und
die Sicherheit der Patienten und gegebenenfalls Dritter
wahrend der Lebensdauer der Produkte nach Maiigabe der
gemachten Angaben gefahrdet werden, wenn diese Produkte
Belastungen ausgesetzt sind, die unter normalen
Einsat”edingungen auftreten konnen

The characteristics and performances described in Sections 1, 2 and 3 must
not be adversely affected compromising both the clinical status and safety of
the patients and, where applicable, of other persons during the device lifetime
as indicated by the manufacturer, taking into account that the devices un-
dergo the stresses which can occur during normal use conditions .

Die Produkte sind so ausgeiegt, hergestellt und verpackt. dass
sich ihre Einsatzmerkmale und -leistungen wahrend Lagerung
und Transports unter Beriicksichtigung der Anweisungen und
Informationen des Herstellers nicht andern.

The devices must be designed, manufactured and packed in such a way that
their characteristics and performances during their intended use will not be

adversely affected during transport and storage taking account of the instruc-
tions and information provided by the manufacturer.

Unerwunschte Nebenwirkungen stellen unter Berucksichti-
gung der vorgegebenen Leistungen keine unvertretbaren Risi-

ken dar.
Any undesirable side-effect must constitute an acceptable risk when weighed
against the performances intended.
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Ubensinstim mung

compliance
ja  nein  N/A
yes no
7 B B
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CaM/14/11/12-01

Identification code/vear/month/dav-number

harmonized
standard

EN 60601-1:2006
I[EC 60601-2-22:2007
EN 980:2008

EN 1041:2008

EN 60601-1:2006
IEC 60601-2-22:2007

EN 60601-1:2006
EN 980:2008

EN 1041:2008

EN 1SO 14971:2009
RL 93/42/EEC
MEDDEV 2.7.1:2009
EN 60601-1-6:2010
EN 62366:2008
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remarks, deviations
and/or risks

Essential performance features are:

- Laser energy and pulse Duration

- Protection against electrical hazards
Risk Management Report

Test Report EN 60601-1

Conformity Evaluation IEC 60601-1-22
Conformity Evaluation EN 980 /EN15223-
1

Conformity Evaluation EN 1041
Device Verification

Test Report EN 60601-1

Conformity Evaluation IEC 60601-1-22
Device Verification

Handpiece Verification

Test Report EN 60601-1

Conformity Evaluation EN 980/ EN15223-
1

Conformity Evaluation EN 1041

Device Verification

Handpiece Verification

Clinical Evaluation
Conformity Evaluation Usability
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«AcknenuoH Jleinsep TekHonomkmce» (Asclepion Laser Technologies)

4 TexHUYecKune fgaHHble
4.1 Mogenu ycTponcTB

0O603HaueHne™

MeDioStar, MoaenbHbIA Ne
1590, Mogens MeDioStar
NeXT

MeDioStar, MogesnbHbIiA No
1591, mogens MeDioStar
NeXT

Annnvkarop MeDioStar ST
(MogenbHbIin Ne 4020)
Annnmkartop MeDioStar HP
(MopenbHbIn Ne 4022)
Annnvkarop MeDioStar VAS
(MogenbHbIin Ne 4021)

Annnnkatop  MeDioStar ¢
HaKOHEYHUKOM XLS
(MogenbHbIn Ne 4070+4071)

Annmkatop  MeDioStar ¢
HaKOHEYHNKOM XLL
(MogenbHbIin Ne 4070+4072)

OnucaHue:

[oaHbIv nasep BbICOKOW MOLLHOCTY (OCHOBHO# 6/10K)
MMpvimedaHve: Bo3MOXKHO MCMo/b30BaHVe annamkaTopos ST, HP,
VAS

[voaHbIli nasep BbICOKOW MOLLIHOCTY (OCHOBHOI G/10K)
lMprmeyaHvie: Bo3MOXHO 1CTO/ML30BaHVe BCEX anr/IMKaTopoB

CraHgapTHbIiA annnkartop
ANnvKaTop BbICOKOW MOLLHOCTM (Hanpumep, /151 yAaneHns Bo/oc)

Annnmkatop Ans 06paboTKy CoCya0B

Annvkatop ¢ 60MbLUMM pa3MepoM MATHA A1 aHaTOMWYECKU
CNIOXHbIX 06/1aCTei (Hanpumep, BepXHsA ry6a)

ANMIVKaTOp C 04YeHb BO/MbLUMM pa3MepoM NATHA 1A 06paboTKu
6onbLLKX 0bnacTei

e MogenbHbIli HOMep YCTPOICTBA YKa3aH Ha Tabnnuke. MoaenbHbIi HOMEP anm/MKaTopa yKasaH Ha LtaHre
annnmkaropa. MogenbHbIin HOMep HaKOHeYHVKa annnkaTopa XL BbIrpaBypOBaH BHYTPU HAKOHEYHMKA.
CraHgapTHasi NoCTaBKa BK/KOHAET OCHOBHOM 610K C OAHWM anm/IMKaTopoM.

4.2  Cneynukaumu

Cneuungukaums
[ucnneii

YnpasneHve oneparopa
OxnaxaeHve

Pa3beM [BepHOro 3amka

MNpefynpexaatowias  namna
nasepa

JlonyCTUMbIe OKPY>XKatoLLE
yCroBuS

[lonycTVMble YCNOBUS MK
TPaHCMOPTUPOBKE M
XpaHEHUN Y

Pa3wvepbl

MeDioStar"’

YKugkokpuctanmyeckuin gucnneii 8,4"

CeHCOpHbII 3KpaH

BHYTPEHHWIA LK OXNaXKAEHWA

12B / makc. 20 MA

BecnoTeHuyanbHbIA peneliHblii KOHTaKT

Makc. 24B / 1A (HopMasibHO Pa3OMKHYTbIA KOHTaKT)
Temnepartypa: ot 15°C go 30°C

OTHOCUTENIbHasA  BMIKHOCTb  BO3dyxa: Makc. 85%  (6es3
KOHZeHcaLmm)

BbicoTa: Makc. 2000 M HafZ ypOBHeM MOps

3anpeLLeHo 1Crosb30BaTb YCTPOMCTBO BHYTPU OMNepaLMOHHON.
BepTukanbHoe nonoxeHve (He KnacTb!) A
Temneparypa: ot 5°C go + 50°C

OTHocuTeNbHasA BNaXKHOCTb Bosayxa: oT 10% no 90% (6e3"%
KOHZeHcauun) ' . ' il
[JasneHue Bo3gyxa: 700-1070 rfar

365 X560 X920 mm (LLvmpuHa x I'ny6uHa x BeicoTa)

6e3 pyyeK 1 fepxarens annamnkaropa

10
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«AcknenuoH fensep TekHonomxkuc» (Asclepion Laser Technologies)

3.5.2 OnacHoCTb BO3ropaHus, obycsoBneHHas LeicTBMEM nasepa

3-3a la3epHOro M3/yyeHrs YCTPOICTB CYLLECTBYET PUCK BO3ropaHUs WK B3pbiBa, ec/iv nasep

MCMOMb3YETC B MPUCYTCTBMM TOPHOUMX MaTepuanoB, PacTBOPOB WM ra3oB, WM B Cpeqe,
A 00O0raLLelLLIol KUC/IOPOAO0M.

3anpeLuaeTcs MpMMEHSTL BO B3PbIBOOMACHBIX MECTaX YCTPOWCTBA, OTHOCSLLMECS K KaTeropun AP

n APG corniacHo ctaHaapTy EN 60 601-1).
[na atoro Monb3oBarenu LO/MKHbI NPUHMMATL CriefytoLLme Mepbl MPeLOCTOPOXHOCTH:

HekoTopble MaTepuaibl, KOTOPble HACbILLEHbI KWCMOPOAOM (Hanpumep, BaTa), MoryT
BOCTUIAMEHWTLCS MPY BbICOKUX TeMMepaTypax, KOTopble CO34atoTCa Npy NpeayCcMOTPEHHOM
1CI0Mb30BaHMM Jlasepa.

JepxuTe 0aexay Kak MOXHO [a/ibLLie OT 30HbI MPOBELAEHVIS MPOLEAYPbI.

PacTBOpPUTE/IN 1 TOPHOYME PacTBOPLI*, UCMOMb3yeMble /1 OUUCTKU U [Ae3VHKEKLMM
J0MKHbI BbITb MCMapeHb! Nepes, NPYMEHEHVEM flasepa.

BHUMaHVe Taioke [0/MKHO ObiTb O6GPALLEHO Ha OMacHOCTb BOCM/IAMEHEHWS SHLAOMEHHbIX
rasoB. *

He mcnonb3yiiTe IErKoBOCT/IaMeHSIOLLMECA BELLECTBA /19 OX/IXKAEHUS KOXW (Hanpumep,
roprouniA cnpeit ana oxnaxaeHus, Hanpumep, CoolPacks) HenocpefcTBeHHO [0 WM BO
BPeMSl JIeYeHVIA

crnonb3yiiTe HeroproUme BELLECTBA [J19 aHECTE3NN, EC/I OHA OCYLLIECTB/ISETCA.

He fonyckaiite 1CMoNb30BaHWA OKMCIAKOLWMX ra30B, Hanpumep, okcuga asota (N20) u
Kucnopoga. byabTe 0CO6EHHO OCTOPOXHbI MPY MCMOMb30BaHWM  Kucnopoga. Kucnopog
MOBBILLIAET KaK MHTEHCUBHOCTD, TaK W MPOAO/KUTELHOCTb FOPEHUS.

XpaHuTe B MPOLEAYPHOM MMOMELLEHUN TOMIbKO MUHUMAabHOE  KOMMYECTBO  FOPHOUMX
marepuanos. Ecm ona mpouesypbl HeoOXOAMMO WCMOMb30BATL TOPHOYME  MaTepuabl,
YBJTOKHUTE UX.

[N nasepHO aMUCCUN JOMKHBI GbITb OTKPbITbI TOMIBKO MPEAYCMOTPEHHbIE YHaCTKY Tera.

B npoLieaypHOM MOMELLIEHWN BCErAa AEKUTE HAaroToBe HeGO/bLLION OFHETYLLTENb U BOAY.

He NpuMeHsieTcs and npoueayp Ha MeDioStar

159099047-V1 -24MapTa2016-UM-MSPRO-RUS (en)
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«AcknenuoH Jlenzep TekHonomxkme» (Asclepion Laser Technologies)

. YCTpOWCTBO He AO0/MKHO ObITb COCTBIKOBAHO C APYr1MM YCTPOCTBaMU / YCTaHOB/IEHO BO/IM3M
JpYrvX YCTPOCTB UM B COYETaHUM C ApYTV MU YCTPOMCTBaMU. EC/in yCTPOICTBO paboTaeT psaom
C APYTVIMI YCTPOCTBAMW Wi BMECTE ¢ HAMM, HEOBX0AMMO MPOBEPUTDL, PaboTaeT /M YCTPOMCTBO
MpaBU/IbHO B TAKON KOMIOHOBKE.

* /cnonb3oBaHMe — aKCeccyapoB,, HAaKOHEUYHMKOB, Kabeneil ¢ ApyrMn  MeQULMHCKAMM
AMEKTPUYECKUMI YCTPOCTBaMM, KOTOpble He paspelleHbl M3roTOBUTESIEM, MOXET MPUBECTU K
YBE/IMYEHWIO Mepefiadnt WN K YBENMYEHUIO UHTEP(EPEHLIMM YCTPOCTBA C YKa3aHHbIMU BbilLie
alpexTamm.

Mcnonb3yiiTe TOMbKO aKceccyapbl, HAKOHEUHWKWM U Kabenu, KOTopble MpedHasHayeHbl [
WCMOMb30BaHUA C [JaHHbIM YCTPOWCTBOM KOMMaHWel «ACKIenuoH Jleinsep TeKHOMOMKUCY
(Asclepion Laser Technologies).

*YCTPOVICTBO U3/TyHaeT HEOO/bLLIOE KOMMYECTBO 3/IEKTPOMArHUTHOIO M3/y4YeHu s, KOTOPOe MOXET
MOTEHLMaIbHO MOB/MSATL YCTPOICTBA, KOTOPble He OTBEYAKOT CTaHAAPTaM, NMepeymc/ieHHble BbIire.
3T0 MOXET MPYBECTY K HENpeABUAEHHBIM M3MEHEHWAM HaCTPOEK 3TVX YCTPOWCTB.

3.5 Jlasep
3.5.1 OnTmyeckue onacHocTu, 06yC/IOB/IEHHbIE TA3ePHOI aIMUCCUEN

Nasepbl KaccuMUMpYroT, B COOTBETCTBUMM C WX MOTEHLMAIOM OnacHOCTW. HavborbLuein onacHoCTH
COOTBETCTBYET K/acc 4 (HaviMeHee onacHbIM sBfisieTcs Knace 1). Mediostar oTHocuTCS K Knaccy 4.

C OCHOBHbIMM MpaBW/iaMM  0OpalLieHNs C Jla3epHbIMU  YCTPOMCTBAMU Bbl MOXETE O03HAKOMUTLCA B
MeXayHapoaHom cTaHgapte EN 60825 «Be30nacHOCTb flasepHbIX YCTPOWCTB», BKOYas pasgen 8
«PyKOBOACTBO MO 6e30MacHOMY BO3AEMCTBUIO /la3epHOT0 W3MydeHUs Ha 4enioBeka». OHW LOMO/HeHb!
HaLMOHa/IbHbIMM MPaBWIamit, NpeLyCMaTpyBatOLLMMM OBLLYHO 3aLLMTY OT OMAacHOro N1a3epHOro U3/ydeHus.
OHW Harpas/ieHbl Ha 3aLLUMTy paboTatoLLEro NepcoHasta M NalMeHToB BO BPeMS MEANLIMHCKMX NMPUMEHEHMIA.

Taioke HeoOXOAMMO CefoBaTh CrieLyiasibHbIM HaLMOHaIbHBIM NpaBu/iaM, KOTOpble MOTYT AeiiCTBOBATb
/151 BaLLIEro pervioHa.

BHMMaHWe - MCMONb30BaHWE — 06OPYAOBaHWS,  MPOBEAEHME  MPOLEAYP,  TEXHWUYECKOTO,
06C/y>KMBaHMS, OCMOTPa WM Ka/MOPOBKY, KPOME TeX, KOTOpble YKasaHbl B 3TOM PYKOBOACTBE,
MOXXET MPMBECTY K OMACHOMY /1a3epHOMY 06/TyHEHUHO.

Mepbl 3aLLMTbI, OMKCaHHbIE fasiee, HEOOXOAMMO CTPOro CObMOAATD.

OC0GEHHO BAXXHO, YTOObI BCE /IMLQ, MPUCYTCTBYHOLLME B MOMELLEHWW, FAe paboTaeT fasep,
MO/b30Ba/IMC COOTBETCTBYHOLLMMI CPELCTBAMM 3aLLMTbI [/1a3 BO BPEMS akTVBHOI paboTbI lasepa.

MpuBeaeHHbIe Oanee Mepbl 6e30MacHOCTV MPEACTaBMAT CO6O0M psif, BaXKHbIX TPeOOBaHWA, KOTOpble B
KOHKPETHbIX 0OCTOATENbCTBAX [A0/MKHbI  ObiTb  [AOMOMHUTENILHO 06ECMeYeHbl CO  CTOPOHbI  CTapLLEro
[O/MKHOCTHOTO /LA MO 3aLUuTe OT JTa3ePHON0 M3/TyYeHNs.

1. CrapLuee JOMKHOCTHOE L0 MO 3aLLMTe OT /Ta3epPHOr0 U3/yUYeHuUs O/KHO 6bITh Ha3HAUYEHO B
MUCbMeHHOI (hopMe 1 HECET CieflytoLLie OTBETCTBEHHOCTM;

* OKa3aHvie MOALEPXKKY MO/b30BATESHO M0 BOMpOcam 6e30MacHoM aKcryatauym 1 Heo6XoaMMbIM
3aLLTHBIM Mepam

* MOHUTOPWHT paboTbl flasepa

* COTPYAHMYECTBO C OMbITHLIM MEPCOHA/IOM MO0 0GECTIEYEHMIO NMPOM3BOACTBEHHOM GE30MacHOCTU
NPV BbINOMHEHWM COOTBETCTBYHOLLMX 3afaY, BK/OYas MH(OPMaLMIO MO BadKHbIM BOMpocaM
3aLLMTLI OT 1a3ePHOT0 M3TyHeHVA.

2. JlasepHas 30Ha

Bo Bpems paboTbl, 30Ha, rAe MOXET OblTb MPEBbILLEH MaKCUMa/bHbIA AOMYCTUMBIA YPOBEHD
V3y4eHUs, T.e. TaK HasbiBaeMast NasepHast 30Ha, A0/MKHA ObITb OrpaHMYeHa 1 MapKPOBaHa 3HaKOM,
npeaynpeXxaaloLLmmM 0 paboTatoLLeM fasepe. JlasepHas 30Ha MpefCcTaB/seT coBOM MOMeLLEHMe, B
KOTOPOM  MCMo/b3yeTcs nasep. Bo Bcex MecTax focTyna AO/MkHbl  6biTb  0GecreyeHsb!
npejynpexaatoLLye CBETOBble CUTHa/IbI U XeNTble 3HaKW, NpeaynpexaatoLine o paboTatoLLem
nasepe, TpeyrosbHoM (hopmbl.

159099047-V1-24MapT1a2016-UM-MSPRO-RUS (en)
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«AcknenuoH feinzep TekHonomxkuce» (Asclepion Laser Technologies)

3.2 JNeKTpuyeckme onacHoOCTK

Jazep paboTaeT C MHEHBIM HAMPSHKEHVEM.
[na NpefoTBpaLLEH s MOPaXKEHNS 3MEKTPUYECKMM TOKOM HEoBX0AMMO COGMHOAaTh CrieaytoLLye

TpeboBaHVs:

* YCTPOICTBO A0/MKHO 3KCIITyaTMpOBAaTLCS TOMBKO C HAAEXKHBIM 3a3eMIEHVEM.

» He OTKpbIBaiiTe YCTPOIWCTBO, €C/IM Y Bac HET COOTBETCTBYHOLLMX HABbIKOB, WM €C/N Bbl He
aBTOPM30BaHbI Ha BbIMO/THEHVE TaKNX JEACTBUN.

* He pa3meLLaiiTe YCTPOCTBO TaK, UTOObI €ro OTKIKOUEHWNE OT CETU BbII0 3aTPYAHUTENBHO.

* YCTpOVWCTBO 0OECMEeUMBAET YKa3aHHble MpefefibHble 3HAYEHVS! TOKOB YTeUku. TeM He MeHee,
ybeaMTECh, YTO KOHTAaKT C MalEeHTOM W YCTPOMCTBOM MPOMCXOAMT HE OfHOBPEMEHHO, KOrga
YCTPOVCTBO BK/IKOHEHO.

* KOHCTpyKLWen yCTpoicTBa MpedyCMOTPEHO MpefoTBpaLleHVe MOMafaHns dXUAKOCTel npu
HOPMa/bHOI 3KcMTyaTauun. Mpy nonagaHMv XUAKOCTU BO BHYTPEHHEE MPOCTPAHCTBO CUCTEMbI
WM annvKaTopa, B MCKIHOUUTENbHBIX CyYasiX, Bbl AO/MKHbI OTKIKOUUTL MUTaHWE W BbIHYTb
Kabenb NUTaHNs U3 CETEBOI PO3ETKU. CBSKUTECH C Hallleli TEXHUYECKOI CTy>KOO0A.

3.3 Brnonornyeckme onacHocCTu

JNazep paspaboTaH 1 Npom3BeaeH TakuM 06pa3oM, HTO 6e30MacHOe MCMo/b30BaHMe 06eCNeUNBaETCS Takke 1 3a
CYET COBMECTVMOCTMN MaTeprasioB. KOHTaKTMpOBaHWE C MaTepuasiaMm, 13 KOTOPbIX M3rOTOB/IEH N1a3ep, WK C ero
KOMMOHEHTaMW (XKUAKOCTK, rasbl U T.[.) He OMacHsbl.

npeaynpexaenne;

KoHTaKTHast NOBEPXHOCTb anmn/MKaTopa KOHTaKTUPYET C KOXKe MalyMeHTa BO BPemsi MPOLEeaypbl.
CyLLECTBYET PUCK MepeHoca MUKPOOPraH3MOB.

BbibpaHHbIi annamMkatop AO/KeH ObiTb MO/IHOCTBIO OYMLLEH M MPOAE3VMH(MLMPOBaH Moc/e
KaXKA0r0 NPVMEHEHUS!; CTEPUIN3ALINS HEBOSMOXHA.

3.4 Pagnonomexu

YCTPOIACTBO COOTBETCTBYET TpeboBaHMAM cTaHgapTa EN 60601-1-2. Ha cucteMy He OKasblBatOT BAMSHIE
3MEKTPOMArH1THbIE MOMeXY, CO34aBaeMble APYrVIMIA YCTPOCTBaMKM, KOTOpble COOTBETCTBYKOT TOMY e
caMoMmy CraHgapTy. boree TOro, cucremMa He BbIpabaTbiBaeT 3/IEKTPOMArHUTHOE M3/yUeHre CBEPX
npeaenbHbIX 3HaYeHUid, yKasaHHbIX B EN 60601-1-2. [eknapauusi W3roToBUTENst OTHOCUTENBHO
3M1EKTPOMArHATHOW COBMECTUMOCTU, B COOTBETCTBUM C 60601-1-2, BK/IKOUEHA B 3TO PYKOBOZCTBO.

NPEAYMPEXAEHVNEM

Me[yUMHCK/e  YCTPOIACTBA MOAYMHEHbI OCOObIM  Mepam  MPeOCTOPOXHOCTY, — KacatoLLyMCS
3/1EKTPOMarHUTHo cosmectumMocty (EMC):

« Cobntofaiite npuMeYaHns B aeknapauymn EMC vsrotoBuTtens B MpunoXeHUn npy ycTaHOBKe U
3KCMyaTaumm yCTpolicTBa.

* Ha ycTpoiicTBO MOryT OKa3blBaTb B/MAHME YCTPOICTBA, HE COOTBETCTBYHOLLME YKA3aHHOMY
BbllLle CTaHapTy. Pe3y/bTaToM MOryT CTaTb HernpeaycMOTPEHHble HACTPOMKW. B CBsA3n € 3TnM,
OTK/IOYWTE COTOBbIE TeslethoHbl M MOJOo6HOe 000pYAOBaHWE, MPeXae 4YeMm MPUCTYMUTbL K
JKCrJyaTaLyy fla3epHoro YCTponCTBa.

* lcnonb3oBaHWe BCrOMOraTe/lbHOr0 000pYAOBaHWA W Kabeneid, He CaHKLUWMOHMPOBaHHbBIX
M3rOTOBUTENIEM, MOXET MPUBECTM K TMOBbILLEHHON 3MMCCUMM MOMEX WM K YMeHbLLEHHOW
MOMEXO0YCTONUMBOCTI YCTPOICTBA C BbILLEYNOMSAHYTBIMA MOCNEACTBUAMM. MICMONb3yiiTe TOMbKO
BCMOMOrare/ibHoe 000pyfoBaHME W Kabenu, CaHKLWIOHUPOBaHHbIE KOMMaHWen «ACKIenuoH
Ieiizep TekHonompkue» (Asclepion Laser Technologies).
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«AcknenuoH Jleinzep TekHonomkuc» (Asclepion Laser Technologies)
TexHUKa 6e30nacHOCTK

3.1 O6uwas nHpopmauns o TexHUKe 6e30MaeHOCTH

YctpoiictBo MeDioStar cooTBeTcTBYeT TpeboBaHMaM [vpekTviBbl EC M0 MeAVLMHCKVM  YCTPOIACTBaM
(93/42/EEC) 1 HemeLKOro 3aKoHa 0 MevLMHCKON npoaykumm (MPG).

MeDioStar npeacTasnser coboii MeaUUMHCKOe YCTPOUCTBO Knacca llb, B COOTBETCTBMM C AMPEKTUBOIA B
MpunoxeHnn IX (T.e. XVPYPrMYECKOe WHBA3VBHOE W3fenve, MpefHa3HaYeHHOe [/ OCYLLECTB/IEHMS
BV0/10rMYECKOTO BO3AEMCTBUA - 3TO He CriedyeT NyTarb C lasepHbIM Kiaccom!).

Kak nto6oe ycTpoiicteo, MeDioStar npu cBoeil pabote MOXET BbITb MCTOYHMKOM MOTEHLMASIbHBIX PYICKOB.
Monb30BaTeNb [O/MKEH 3HATb O HUX, MPEXAE YeM 3arycKatb cucteMy. Cpean STUX PUCKOB - OMTUYECKVE,
AMEKTPUYECKME 1 BUOMOrMYECKIE OMacHOCTI, & TakoKe - OMacHOCTI BO3TOpaHUs.

CobntofaiiTe HaLoHabHbIe MPaBIANA, MPUMEHUMbIE /151 SKCNTyaTauyy MEAULMHCKOTO U3AeMIs.

MprMeHUMOe  3aKOHOAATENLCTBO MPY  WCMOMb30BALLMA  YCTPOCTB  Knacca [b  onepatopamMn U
NoNb30BaTENAMN MOXET TpeboBaTb COO/MOLeHVe OnpeaenieHHbIX Mep 6e30MacHOCTV B CTPOrOM MOpPSKE.
3Kcnnyataums Takux YCTPOICTB AOMYCKAEeTCs TOMbKO B COOTBETCTBUM C OBLUEMPU3HAHHLIMA NPaBUIaMi
TEeXHVIKW Be30MacHOCTU 1 OXpaHbl TPYIa.

Bno6aBoK, 3aKOHOAATELCTBO MOXET MoTpeboBaTh OT Bac BefeHMe nacriopTa MeAULMHCKOro YCTPOCcTBa
(cM. COOTBETCTBYHOLLYHO KOMUIO, NMPUBEAEHHYHO B PYKOBOACTBE M0/1530BaTESA).

MPEAYTIPEXXAEHVE

BH1MaHMe - VICnosb30BaHe 371IEMEHTOB YNPaB/EHUs WM HACTPOEK, W BbIMOSIHEHWE [eCTBUIA,
OT/MYHbIX OT YKa3aHHbIX B [JAHHOM [OKYMEHTE, MOXET MPMBECTU K OMacHOMY BO3AECTBUHO
V3MyyeHns. Kpome Toro, ecTb Takke PUCK 3MIEKTPUYECKMX 1 BUOMOMMYECKMX OMAcHOCTEN, a Takke
OMAaCHOCTEA, CBSA3aHHbIX C PaMonoMexaml.

Be30roBOpoYHO COG/HOAAITE UHCTPYKLWK, BKHOUEHHbIE B 3TO PYKOBOACTBO MO/Ib30BATES:

* Hukakasi MoaepHU3aLs 3TOro 060py/0BaHNS HEAOMYCTUMA.

* Be30roBopoYHO COG/HOMANTE VHCTPYKLWW, BK/IHOUYEHHbIE B 3TO PYKOBOACTBO MO/b30BATENS, B
OTHOLLEHN 060pYAOBaHUS, W MOPSAOK  BbIMOSIHEHWA  AEWCTBUIA  MPW  SKCrUTyaTaummn,
TEXHWUYECKOM 0OC/TYXXUBaHWW, NPOBEPKE U KaSIMOPOBKE.

o OG6parute BHWMaHWe, YTO 3TO M3Ae/Me [O/MKHO MPOXOAUTb PErynspHble WCMbITaHWS He;;
TEXHNYECKYHO 6e30MacHOCTb, KOTOpble AO/MKHbI MPOBOAUTLCA Yepe3 rof. YTobbl 06ecneynTb
6e30MacHOCTb MepcoHasia W MalMeHToB. ECM He MpOBOAUTL PErynsipHble WCMbITaHWs, MOryT
BO3HUKHYTb CEpbe3Hble MPO6/1EMbI CO 3[0POBLEM.

Pe3ynbTatbl  TakMX WCMbITaHWA  Ha  6e30MacHOCTb  AO/MKHbI  ObITb  3aHECeHbl B
PErYCTPALIMOHHBIA XXyPHaN MEAULIMHCKOTO YCTPOIACTBA.

»  O6partnTe BHUMaHWeE, YTO PaboTbl MO 0BC/TYXKMBAHWIO, PEMOHTY WM MOAU(MKALIM He MOryT
BbIMNO/HATLCA HUKEM, KPOME MepcoHasia KOMMaHum «ACKnenuoH Sleisep TekHonomkue MioX»
(Asclepion Laser Technologies GmbH) wmwm fgpyrx opraHoB, [O/DKHbIM — 06pasom
aBTOPM30BaHHbIX Ha MPOBeAeHUe Takux PaboT, YUTobbl 06ecneYnTb 6e30MacHOCTL MepcoHasa v
MaLEHTOB.

Ecnm  HeaBTOpM30BaHHbIe /IMLA BbIMOMHAKT PaboTbl MO OBCAY)KMBAHWIO, PEMOHTY WM
MOAV(UKALWMAM YCTPOKCTBA, MOMYT BOHUKHYTbL Cepbe3HbIe MPOG/IEMbI CO 340POBLEM.

NPEAYTIPEXXAEHNE .. jeour v,

B CLUA n KaHage 3TO YCTPOWCTBO [O/MKHO OblTb YCTAHOB/EHO W 3KCM/lyaTupoBaThCA B;
cooTBeTCcTBMM cO cTaHaapToM CLLUA ANSI Z136.3 nmn KaHaackoro craHgapta CAN / CSA-Z386:
«be3onacHoe 1crnosb30BaHue 1a3epoB B 3paBOOXPAHEHUN B ero TEKYLLIEV BEPCUN.
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«AcknennoH fNeinzep TekHonogpkume» (Asclepion Laser Technologies)

2.3 B03MOXHble N060YHbIE 3NGEKTHI

Cwm. pasgen lMpumeHeHve/ dnunaums/ Bo3ModKHble M060YHble 3hdekTbl U MpumeHeHwne/
NeyeHne cocynos/Bo3MO>KHbIE MOGOYHbIE AEKTbI

2.4 TpeboBaHWS K N0Nb30BaTENIO

JNazepHoe royyeHme OT YCTPOIACTBA MOXET BbI3BaTb TEPMa/IbHbIE M3MEHEHMS CTPYKTYPbI TKAHENA.
JleyeHrie creayeT NPOBOAUTL TOMbKO MPAKTUKYHOLWMM Bpadam WM Mof OTBETCTBEHHOCTb
MPaKTUKYHOLLWX BpaYel (34ech 1 Jarnee - No/b30BaTe b AN1S YNPOLLEHNS).

A AKTVBHblE MeAWLWHCKME MPOAYKTbl MOrYT MPUMEHSITLCS TObKO MO/b30BATENSMIA, UMEHOLLIMM

COOTBETCTBYH) KBa/IM(MKALMO W JOCTATOUHbI/ YPOBEHb NOArOTOBKY, NMPOECCHOHA/bHBIE 3HAHMS
V1 OMbIT.

TaKKe OTAENbHO OTMEYAETCsl, UTO K MOMb30BaHUIO YCTPOVCTBOM [OMYCKAtOTCS TOMbKO /L,
LPOLLEALIME WHCTPYKTX MO paboTe C YCTPOWCTBOM, W MOATBEPAVBLUME MPOXOXAEHME

WHCTPYKT&Ka COOTBETCTBYIOLLEH MOAMMCHIO B PEIMCTPALMOHHOM HKypHane  MeayLIHCKOro
yYCTpOIACTBA.

Cpeay Npoumx BUAOB MHCTPYKTaXKa, «ACKenuoH Jlensep TekHonomxmnc MoX» (Asclepion
Laser Technologies GmbH), Takxe npegnaraeT Kypcbl MeAULMHCKOro NpUMeHeHWs nasepa.

2.5 Knaccudumkaumsa megMumHCKOro annapara

Annapat MeDioStar ygosnetsopseT Tpe6oBaHMAM [MpPeKTUBbI
no MegamuuHckomy ob6opygosanuio ctpaH EC 93/42/EEC.

KaTeropusa annapata cornacHo Aupektuse 93/42/EEC: 11b

UMDNS-No.: 16-948, TepaneBTUYECKNIA
nasep

4
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«AcknenunoH ferizep TekHonomkme» (Asclepion Laser Technologies)

2. LleneBoe ncnonb3oBaHue
2.1 PekomeHAauumn no NpMMeHeHUIo

MeDioStar - 3T0 UMMY/NbCHBIA ANOAHBIN Nasep (Knacc nasepHOM OnacHoOCTU - 4), KOTOpbIN
MCNoNMb3yeTca AN YAaNeHWst HeXenaTesbHbIX BOMIOC, TepPanui akHe, N1a3epHON AeCTPYKLUMM
COCYA0B M OMOJIOXEHMSI KOXW. MenaHWH M KpPOBb COOTBETCTBEHHO AOCTaTOYHO CW/bHO
MOr/IOWAOT M3/TyYeHNe BOMH TOM [/IMHHbI, KOTOpPble WCMYCKatOTCS 3TUM Na3epoM, B TO
BpeMs, KaK OKpY)Katoljas KoXka MOrnolwaeT oyeHb Masiio. TakMm 06pasoM, W3nydeHue
paspyLlaeT MULLEHb, HO KOXa OCTaeTCs 3allMLLEHHON.

[ns nonyyeHuns nogpo6bHON MH(opMaLmMmn 0 NPUMeHeHU nNpubopa cM. . MNpumeHeHKe.

2.2 TpoTmBONoKasaHNs

A/ CeHomBHblA N1a3ep B MH(PaKPacHOM [iviariazoHe MOMET Bbi3BaTb TEPMaslbHOe MOBPEXeHMe
Cldykrypbl KOXMW. HuxeykasaHHble MPOTUBOMOKa3aHH* OCHOBaHbl HA  K/MHWYECKOM OrbTe™
IO/TVeHHOM Mpy 3KCTyaTaLMi N1a3epHbIX iYCTPOWC» MO BbllLieyKa3aHHOMY Ha3HaYeHWo B
TeuyeHne okono 15 neT. CnMCOK 3TWX MPOTIBOMOKa3Wwall He ABNAETCH MCHEPMbIBAKOMNLLM W He
nogpasymMeBaeT GeCCPOUHYHO aKTya/TlbHOCTb.

* BbICOKas YyBCTBUTE/IbHOCTb K CBETY

* [MprMeHeHWe NpenapaTos, NOBbILLAILWMX YYBETBUTE/IbHOCTb K CBETY

* AHTULENNIONUTHBIE NporpaMMbl (HE06X0AMMO BbDKAATb HECKO/IbKO Hefesb)

* 3N10KaYeCcTBEHHbIE N NPEeA3N10KA4YeCTBEHHbIE NMOPaXXeHNs 0bpabaTbiBaemMoin 06nacTu
* BosiocsiHblE poAuMble NATHA

» Cumnekc repneca

* Puck obpasoBaHms KelouaHbIX py6LIoB

* Jlazep He JO/MKEH NPUMEHATLCA K 061acTV 0Kono rnas! (bblin oTAeNbHbIe
co00LLeHNs 06 opTalbMUTax N YXYALWEHWUN 3PEHUSA, HEEMOTPSA Ha NPUMEHEHNE
3aWMTbI [1a3 UHTPAOKYNAPHLIMU 3KpaHamu!)

* JleyeHue feTeil 1 6epeMeHHbIX U KOPMALLMX TPYabH XeHWMH (OTCyTCTBYIOT
K/IMHUYECKUe UCCefoBaHns Ans aTUX naynueHToB)

* 3aropenas Koxka B 06pabatbiBaeMoil 06nacTu. (OTNOXUTE NIeYeHNne, UCMONb3YNnTe
3alMTHBIA KpeM OT conHual)

» TaTyMpoBKN B 06pabaTbiBaeMoil 061acTu (06X04MTb BO BPEMS TIEUYEHNS)

[NpoTrBOMNOKasaHUA, B YaCTHOCTWU, ANA NeYeHns I'IayKOO6pa3HbIX BE€H Ha Horax

* [10BEPXHOCTHOE BapMKO3HOE PacLUMPEHNEe BEH C AnaMeTpom 6onee 3 MM
* BeTBeob6pasHble 1 60K0Bble BETBEOOPA3HbIE BAPWUKO3HbIE BEHbI

* H13Bbl

 lnabet

* Backynut

* 3aCTOMHbIV gepMaTuT

» OTek cTonbl

* HeBponaTus Hor

* JleyeHre KOPTMKOCTEPOUAMIU B TeHeHWe NOCeAHNUX TPexX MecsLeB

» Tpombonedbut
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«AcknenuoH fensep TekHonomxkuc» (Asclepion Laser Technologies)

1.3. N3meHeHMA 1 aBTOPCKOE npaso

Cneunmkaumm MoryT 6bITb M3MeHeHbl B X04e Aa/lbHEMLEero TeXHWYECKOro pasBuTus.
[ns  nonyyveHWs HOBENMLE WHGOpPMaLMn  CBSXKUTECH C  OTAE/IOM  TeXHUYECKOoro
obcnyxmeaHusi  «AcknenvoH Jleisep  TekHonomkmuc m6X»  (Asclepion  Laser
Technologies GmbH) nnn ¢ Bawimm aUCTpnbLIOTOPOM «ACKNENWOH Jleli3ep TeKHONOMKNC
'm6X» (Asclepion Laser Technologies GmbH).

© Ecnu He yKa3aHO MHaue, nepefada v KONMPOBaHME HACTOSILLErO JOKYMEHTA, a TakXe
1CNONb30BaHWe 1 pa3rnalleHne ero CoAepPXXMMOro 3anpeLleHbl. HapylueHne noBneyeT 3a
co6011 0653aTeNIbCTBO MO BbLUIATE KOMMNEHCALMN.

Bce npaBa 3aluuiLeHbl Ha CyYaii NpeaocTaBNeHUs NaTeHTOB UM PerucTpaLmn nonesHom
MOAENN.

2
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«AcknenuoH feinszep TekHonomkumc» (Asclepion Laser Technologies)

1. BBegeHune
Bce mogenv B gaHHOM PyKoBOACTBE na3epa HasblBatoTcd MeDioStar nnm ycTponcTso.

1.1. O6was nHpopmayms

» HacTosiee PyKoBoACTBO N0Mb30BaTeNst COAEPXKUT MH(OPMaLMIO, HEOOXOAMMYHO ANs
LIeN1eBOr0 MUCNO/b30BaHWS YCTPOIACTBA.

*  OHoO sBNSETCA HEOTHEM/IEMOI YacTbIO NOSHOIO Habopa camoro npuéopa, B
COOTBETCTBMM C MPUMEHUMbIMI HaLMOHaNIbHBIMMW, EBPONEACKUMI 1 MEXAYHAPOAHLIMY
AVPEKTMBAMU M 3aKOHAMW O HAIEXXHOCTMW MPOAYKLMN.

* BaxHelLel 3afa4elt ABNSETCA 3aWmMTa ML, OT ONacHbIX CUTyauuin n npuéopa ot
MOBPEXAEHWNI B pe3y/bTaTe HeNpPaBWUIbHOro 06paLLeHNs.

[ns aKcnayaTauum ycTpoiicTBa HEO6XOAMMO 3HaHMe HACTOSLLLEr0 PyKOBOACTBA MO/b30BaTeNS.
Mo3ToMy, 03HAaKOMbTECH C COAEPXKaHMEM HACTOsILLEro PyKoBOACTBa U 06paTuTe 0co60e
BHIMaHMe Ha MHAOPMAaLIMIO, KacatoLLlyrocsl Ge30MacHoli SKCnlyaTauum ycTpoicTBa.

MPEAYNMPEXAEHLL
HenpaBwnbHOE MPYMEHEHME YCTPONCTBA MOXET MOB/EYb 3a Co60I copbC3FTYI0 Yrpo3y 3A0P0BbIO.

HecobmiogeHne  HacTosllero  PykoBOACTBa — CUMTAETCSt  HEMpaBWIbHBIM - MPUMEHEHVEM,
06Cy>KMBaHVEM ¥ MOAUGMKaLIMEN ycTpoiicTaal

>

1.2. CnmBobl, NCNO/b3yeMble B HacTosALLEeM PyKoBOACTBe Mosib3oBaTesNsA

B HacTosLem pyKoBoACTBe 6yayT MCNO/b30BaHbl CNeAyoLLMe CUMBO/bI AN NPUBEYEHNSs
BaLLEro BHUMaHMS K ONacHOCTSIM, WX ANst TOro, YTo6bl AaTh BaM MHCTPYKLUMM MO NPUMEHEHWUHO
YCTPOICTBA;

MNPEOYMPEXAEHWE

A iOTOT CMMBO/ YKa3blBaeT Ha BO3MOXHYH) YIpo3y XW3HWU U 3[0POBbLIO MHOAENA. VlecobntoneHue
[aHHON MHCTPYKLWMM MOXKET MOB/eYb 3a COBOI Cepbe3HYHOMNacHOCTb /1 340P0Bbs, BM/IOTb A0
TSOKENbIX YBEUMIA.

3TOT CUMBO/ YKaBb BAET LLIBO3LLDKHYHO OMNACHOOb.
Heco6NeoaeHMe AaHHO NHCTPYLLLHB MOXET MOB/IEYb 33 COO0I TPaBMbI.

Crepytowme cumBonbl GyayT WCMONb30BaHbI A4S TOro, YTOObl [JaTb BaM WHCTPYKUMM MO
YMNpaB/ieHNIO YCTPOCTBOM:

BAXXHAA NHOPOPMALA
3TOT CMMBO/ YKa3blBaeT Ha BakHYHO MHOPMALMIO O MPaBWUMIbHOW 3KCM/TyaTalumn YCTPOIACTBA.

Heco6/ofeHVe JaHHOV VHCTPYKLMA MOXET MOBMEYL 33 COBOM MOBPEXAEHVE UMYLLECTBA WK
HEVICMPaBHOCTb YCTPOICTBA, W/ NMOBPEXKAEHVE OKPYXKAOLLIVIX MPEAMETOB.

COBET
3TOT CMMBO/ YKa3bIBAET Ha Ha/Muve MPaKTUYECKOM PEKOMEHAALMN U NOJIE3HON MH(OPMAsLLY,
KOTOpast MO3BO/ISET MO/b30BATENHO OMTUMA/IBHO UCTO/b30BaThL BCE BO3MOXHOCTU YCTPOIACTBA.
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«AcknenuoH Jeinsep TekHonomkuc» (Asclepion Laser Technologies)

PyKoBO/ACTBO Mosib3oBaTesna

MeDioStar

Mopenwu:

MeDioStar NeXT
MeDioStar NeXT*™®
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MepeBo/ C aHIMNCKOTO0 Y HEMEMKOTO 13bIKOB

HoTapunanbHO 3aBepeHHasa Konua

HoTapnanbHbIn akT

IKxapT Maac
NeHa
Hactoswmm noaTeep»Xaato, YTO BbllleyKa3aHHbIA JOKYMEHT SB/ISETCA
BEPHOW KOMWEN OpUrvHana, KoTopbl 6bI/1 NOArOTOB/EH OIS MEHS.
MeHa, 13.04.2016
1Moanucul

Maac
HoTapuyc

lNMeyaTb HOTapuyca
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Cnucok 3allNTHBIX MaTepunanoB 1 «Acknenuoun

FB 7331 KOMMOHEHTOB Tei;?ep TekHonomkue» (Asclepion Laser
Technologies)
M aeHTUUKaUMoHHbIA No: AWi/15/02/12-
Pepakuuna: 01 CrtpaHuua 3 n3 6
MPUMEHNMO N aeHTUDMKaLMOHHbI FB 7331 LoCC MSPRO V04_AWi150212-0l.docx
Kog/rog/mecsu/geHb-HoMep
Ne Tun n Homep Pa6oune HoMuHanbHbIE CraHpapT Ne, 3Hakm v
MponssoguTens cepTUMKaThl
petanu napameTpbl napameTpsbl pegakuma COOTBETCTBUS
IEC 60601-1 E9812309E01
IEC 60601-2-2
HoxHoiA IEC 60601-2-22
2 Eeé)fgg(i;?\;eég «LToiiTe» 10 B~ makc. 25 B~ IEC 60529 (IPX8)
' SK1 2 (Steute) 4..20 mA makc. 1A 110405-
K1 UL 60601-1 E178188A
660806008
E41871
uL94 E80168
. CSA 222 1312657
3. CwucTteMa ynpaBieHus
UL E156885
31 ECD4PCB «ANT» (ALT)/ +15 B +8-40 B
’ 760106027 «dnCunim» (ACD) <2 A 4 A MpoBepeHo
«ANT» (ALT)
Yactb nmos. 3.1:
+5B IEC 61810-1 40014384
311 Pene «AN0» «[laHaCoOHMK» <40 mA 23788/3/:A UL508
7 (ALD) 105 (Panasonic) 15 kB 4 KB CSA 22.2 Ne 14-
Pene «ANO» 10 E43028
(ALD) 112
Yactb nos. 3.1: SC(?'IT::IST&HO y
MpeobpasosaTenb
312 NOCT T/HOCT T, «Myparta» (Murata) 1,5 kKB 3 kB npOBepeHov
NMV0512 KOMnNaHwue
«ANT» (ALT)
: Cucrtema oxnaxjeHuns
YacTb nos. 4:
MUHWATIOPHbIA
JaTyuuK faBneHuns 3527232.2 Ne 24- E196928
580067
o 12-15 6ap 17,7 6ap 93
a1 ANbTEPHATMBHbLIA  «YUNCNeK»
) BapMWaHT: (Wilspec)
18575: 24B/<1 A 28B / 3A
HR30211B3 HP D 23 2005 T1
19732: EN 12263
HR10611B3HP
AupekTnsa
2006/42/EC
(1s012100-1/-
2,60204-1) 960107902
UacTs 1103, 4- «AcneH 2004/108/EC
Komnpeccope» 24 B 24 B (9nekTpomMarHuTH
4.2 Komnpeccop
(Aspen 95 A 10 A as
Aspen 19-24
Compressors) COBMECTUMOCTb)
NCMbITAHO U
NpPOBEPEHO
KOMNaHwuen

«ANT» (ALT)
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«ACKNenumoH

Jeizep TEKHONOKUCY

FB 7331 CnunCoK 3alWMTHbIX MaTepnanosB U KOMMOHEHTOB (Asclepion Laser
Technologies)
Pepakuus: MpaeHTuduKaymoHHblid Ne: AWi/15/02/12-0l C?’T?E)aHMLéaCl M386 0
MPUMEHNMO M aeHTumnKaLMoHHbI Kog/roa/mecau/aeHb-Homep FB 7 1.LO MSPR
V04 AWi150212-0l.docx

Ans;
ONbITHO-KOHCTPYKTOPCKMWIA NPOEKT: MogepHusayna MedioStar
Homep npoekTa: 4800 93A 73 400
HanmeHoBaHMe NpoayKTa: MedioStar, ToproBoe HaumeHoBaHune: MedioStarNeXT*"®
ApT. HOMEpP 1591, 1592

McnonHeHo:

KpaTkoe onucaHue N3MEHEHWUN

p.

04 O6HoBNeHMe: Ne 7.4 ; anbTepHaATUBHbIN faTUYunK
TemnepaTtypbl

03 O6HoBneHUe: No 4.4 anbTepHATUBHbIA BEHTUAATOP; Neo

7.2.5 o6HOBNeHHana cneynpukaumnsa XL moayns
nasepHoro gnopa

02 O6HoBneHne Ne 1.5 (paboune napamerpbl HPC825)

01 MepBasa pegakumsa

Nnma,
hbamnnnsg
12 despana 2015 r. A. BuHTep

OaTa

02 ¢eBpansa 2015 r. A. BuHTep

19 maqa 2014 r. M. Ménnep

18 ceBpansa 2014 r. M. Ménnep

MpoBepka un Nwmsa,
OTpen OaTa
BbINYCK: bamnnng
12 thespans o
MpoBepun OTgen Hay4yHo-UccnefoBaTeNbCKUX paboT 2015 r WTpanT
T[LeNn KOHTPONA KavyecTB T/en HayuHo- o
W wycTnn OTen KOHTpo ecTsa, OThen Hay4yHo 13 peBpans e |'{VITJ'II/I
nccneaoBaTeNbCKNUX paboT 2015 .

OcHoBaHue Ana nocnegHero nameHeHus FB: MepBoHavyanbHasa Bepcusa

TexHuyecknin otuet (FB) co3faH COGCTBEHHMKOM
npouecca (otagen HNOKP):

17.07.05 N. WTpanT Moanwucan
L TpaiT
[aTta PO Mognunce
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Moanuce

/Moanwuce/

Moanwnce
BuHTep

Mognucek
Ménnep

Mognucek
Ménnep

Moanuce
/Moanwuce/

/Moanwuce/

TexHunuyeckunii otuet (FB) npoBepeH 1 BblAaH

MeHefXXepoM Mo KauyecTBy:

10.09.05 P. Tume Mopgnwucan
Tume
faTa dPNO Mopgnucek
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TexHMUYeCcKNh ain
MeDioStar NeX T "/™®
(Bepcua 1591)

MpunoxeHwne:

No [naBa

1 1,2
2 3

3 6.1
4 7,1

7.2

|

6 8

7 9

8 9

9 10.1
10 10.2
1 11
9 12
13 12
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Leknapauuns o cOOTBETCTBUM

KpaTkoe n3noxeHue

MaTepunanos no 6ezonacHocTMn

Ouncrtka u ctepunusauunsa

OnuncaHue npoyecca OYNCTKU U

cTepunusaymmu

OnucaHue M oueHKa npouyecca

ynakKoBKMU

OnucaHue U OoueHKa npolecca

MapKUpPOBKHU

YnpaBfieHue puckamu

JKcnnyaTayuoHHas
NPUIroOAHOCTb

dkKcnnyataunoHHas
NPUroAHOCTb
OCHOBHble Tpeb6oBaHUA
KOHTpPONbHbIW cnMcok
OCHOBHbIX TpeboBaHMUIi
OCHOBHble Tpe6oBaHUA
MepeyeHb NPUMEHUM bI X
cTaHJapToOB
KnnHn4yeckune gaHHble

CepTuunKaTbl KavyecTBa

CepTuuKaTbl KavecTBa

LOKYMEHT
CE MeDioStar 1591, 1592

FB 7331 LoCC MSPRO V03_AWi/15/02/03-01

1590 99 002_VO06 - 2 CeHT 2014 - GA-MSPRO - EN

1590 08 004 Verpackungsvorschrift MDS 159x Vs.Ol
K1/11/09/05-01

159099020 Labeling MSPRO

FB 7302 RAaC MSPRO V03 RH/14/11/10-01

CL 73523 EN 62366 / 60601-1-6 MeDioStar 1591, 1592
Z1/15/04/10-03

FB 7351le MeDioStar 1591, 1592 Z1/14/04/22-01-01

CL 7351 Conformity MDD 93 42 EEC MeDioStar

1591/1592 CaM/14/1 1/12-01

CL 7321 Relevente Sicherheitsnormen MeDioStar NeXT*"*AA
SE Vs. 02 MMo0/14/08/21-01

FB 735le ClinEval MSPRO VOI Z1/14/03/27-01

Ceptutpukatr EC, AupektuBa 93/42/EEC (PernctpaunMoHHbI i
Homep: HD 60105768 0001)

Ceptudpukatr EN ISO 13485:2012 / EN ISO
13485:2012/AC:2012 (PeructpaynoHHbIn HoMep: SX
60105769 0001)



«AcknenuoH Jleftjep
TekHonopxuc» (Asclepion
TexHuueckuii dainn Mediostar NeXT PRO Laser lechnologies)

12 CepTuukaTbl KayecTBa

YupexaeHns u opraHusaynm, 3*acTeytoline B pa3paboTke U NPOM3BOACTBE 3TOr0 YCTPONCTBA, MONYUYUN
cneagytwouwne ceptnugukatol 1SO:

«AcknennoH Neisep TekHonogxkuc m6X » (Asclepion Laser Technologies GmbH), BptoccenepwTtpacce 10,
07747 Nena, MepmaHnus,

 CepTtudukat EC, Aupektnsa 93/42/EEC (peructpaumoHHblilii HoMep: HD 60105768 0001)
e CepTtugukar EN ISO 13485:2012 / EN ISO 13485:2012/AC:2012 (PermcTpaluMoHHbIA Homep: SX
60105769 0001)

yTamn:

C00TBeTCTBUE HACTOsALLEl KONUM OPUTUHANY YA0CTOBEPSeT CA
r. Miena, 11 asrycTa 2016 roga

HoTapwnyc

/Mopnuck/

TrucHéHas neyaThb HOTapuyca

Crp. 10 3 10
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«ACKNeHWoH JleTnep
TekHono;.Dknc» (Asclepion

TexHuueckuii thaiin Mediostar NeXT PRO Laser Technologies)

M3roToBneHune

YCTpoiCTBO NPOU3BEAEHO Ha NMPeANpUATUM NO agpecy:

«AcknenunoH Jlensep TekHonogkuc Fm6X » (Asclepion Laser Technologies GmbH), BptoccenepwTtpacce 10,
07747 Nena, MCepmaHus

6 OuuncTka n ctepunmsaumns

6.1 o nucanue npoyecca owmcT Ku w cT epuanzayun

OuucTka, fe3nHpeKkLns n cTepuamsanns ycTpoincTea 40MKHA NPOBOAUTLCS COTTaCHO UHCTPYKLMUSAM B PyKOBOACTBE
|1b30BaTtens:

1590 99 047_V1 - 24 MapTa 2016- UM-MSPRO RUS (en)

6.2 B anuwagayma npoyecca 0u4uCT KM W CT epunnszaymdn

CTepunusayns HeBO3MOXHa 1 He TpebyeTcs.

7 YnakoBKa U MapKnpoBKa

71 o nwcanwme w ouenxa npoucccaynakosn

YnakoBka yCTpOVICTBa NnoKa3aHa Ha criegyrowunx nnnroctpaynax:

~ 159008004 Verpackungsvorschrift MS 159x VO3.pdf

T2 o nwcawne w ouenka npoyecca uapcnposku

ATUKETKU yCTPOICTBA NepeuyncieHbl Ha CNeAYIoLWUX YepTexax:
159099020 Labeling MSPRO

OTUKETKMN 6blNn MPOBEPEHDBLI MO NPOTOKONY 3aKMHUYNTENbHbIX NCMbITAHWNA.

Crp. 813 10
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TexHnueckuii aiin Mediostar NeXT PRO

3 KoHcTpyKUmMA

«AcCKnenuoH fleisep
TekHonomxuc» (Asclepion
Laser Technologies)

MicTopus NpoeKTUpoOBaHWs HaxoauTcs B haitne nctopum npoekta DHF noa HomMepoMm:

ALT-M 003/14 MeDioStarNeXT”®1591/1592

KpaTKoe 1U3/10)XKeHne MmatepnanoB no 6e3onacHoOCTWN CM. B cneayrmou,emMm JOKYMEHTE:

FB 7331 LoCCMSPRO V03 AWi/15/02/03-01

4 TecTupoBaHune

MONHbIA CAMNCOK UCNbITAHWI N NPOTOKO/IOB UCNbITAHUA NO OLLEHKe N NpoBepKe 6e3onacHOCTN / 3 PeKTUBHOCTU

«TpoiicTBA yKasaH B cnefytuw e tabnumuye:

McnbimaHua 1 TeCcToBble MPOTOKO/bI

Mpotokon ncnoiTanmii IEC60601-1

MpoToKON UcnNbITaHW Ha
3M1eKTPOMArHUTHY COBMECTUMOCTb
(3MC)

OuyeHka O9MC

OueHKa pa3paboTKM NpOrpamMHOro
obecrneyeHuns

OueHka 6e30MaCcHOCTM 1a3epHOro
ycTpolicTBa

MpoBepka v Bannansauma yctponcrea

MpoBepKa ynakoBKM

MpoBepKa MapKNPOBKY

MporpamMmMHoe oGecneyeHmne ana
NPOBEPKU M NOATBEPXAEHUS
(NnepeuncneHo B AOKYyMeHTe «AHaNmn3
O0TCNEeXUBAEMOCTU»)

MpoBepka nasepa

MpoBepka annaukaTtopa

MpoBepka Ha 6MOCOBMECTUMOCTb

[MpoBepKa 3N1eKTPOHHbIX KOMMOHEHTOB
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JoKymeHT
21215627 _001_1EC60601-1 Test report.pdf

MSPRO EMC CB Test Report SLG - 1430-13-EE-14-PB002

CL 73532 Bewertung EMV MSPRO VOI- MMo0l4/08/25-01
CL 7365 IEC 62304 MSPRO - RH/14/07/01-01

21215627 001 attm#3 IEC60601-2-22.pdf
CL 7355 LLUIC EN 60 825-1 MSPRO- 1S5/14/02/12-02
FB 7351 Verifizierung MSPRO Vs.02 - Awi/14/11/10-01

FB 7351 Validierung Verpackung MSPRO Vs.02 - KL/14/11/06-01

CL 7356 CL GA MeDioStar Vs.02 Z1/14/10/27-01

CL 7357 GerateSchilder MeDioStar Vs.05 AW i/15/01/20-01

CL 7363 EN 980 MeDioStar Vs.Ol MM 0/14/08/19-04

CL 7364 EN 1041 MSPRO MMo0/14/07/04-01

FB 7314 Treceability Analysis MSPRO Vs.04 - RH/15/02/03-04

FB 7351le Verification Report MSPRO Energy Adjustment rev 01-
MMo0/14/08/19-01

FB 7351le Verification Stability of Laser putput MSPRO

VOl MMo0/14/08/19-02

FB 7351e Veri Energy Adjustment HS XL VOl M Mo0l40819-01
FB7351e Veri MSPRO HP VOI LWI141111-03.pdf

FB 7355 Laborbericht MSPRO SpotgroBe Homogenitat JE141204-01.pdf
FB 7351e Verification Biocompatibility Vs02 - LLI/14/06/17-01

FB 7351e FB 7351e Verification Biocompatibility Vs02 - IH/14/12/01-02
FB 7351_ Verifizierung ACB3 Vs.Ol - CB/14/07/01-01

Crp. 7n3 10



«AcknenuoH Jleft'jep
TekHonogxuce» (Asclepion
TexHuueckuin thaiin Mediostar NeXT PRO Lasei' Technologies)

25  CrnMCOKYCTPOIACTB

O6o3HaueHne "V 1 OnuncaHue s

.............. NOKW ae y oy

MeDioStar (NeXTPRO)

(aeTanb Ne1591)
MeDioStar, annnukatop SDT
(netanb Ne4020)
MeDioStar, annnnkatop HP (getanb
Ne 4022)
MeDioStar, annnukatop VAS
(petanb Ne4021)
MeDioStar, annnnkaTop ¢ na3epHoOm
Hacagkon XLS (getanb Ne 4070 n
4071)
~deDioStar, annnmMkKaTop C fna3epHOi
Nwcagkoi XLL (getanb Ne 4070 un
4072)

MonynpoBOAHNKOBbIN /1a3ep BblCOKOW MOUWHOCTLU (OCHOBHOW 6/10K)
CTaHfapTHbIN annaukKaTop ANs aNUNALNK

ANNANKATOP BbICOKOW MOLLHOCTM ANSA 3NUNSALUM
AnnaukaTop Ana o6paboTKK COCYA0B

AnnnnkaTtop ¢ 60NbU UM Na3epHbIM NATHOM A5 aHATOMMUYECKM
CNOXHbIX 06n1acTen (Hanpumep, BepxHAA ryb6a)

AnNnNNnkKaTop ¢ 04YeHb 60MbLW UM Na3epHbIM NATHOM ANS 60NbLUW MX 30H
06paboTKM

2.6 MaTepuasbl

3TO YCTPOWCTBO W3rOTOBMIEHO W3 CTAaHAAPTHbIX MaTepuanosB, WCNOMb3yeMblX MPU MNPOU3BOACTBE 3MEKTPOHHOTO
o6opyaoBaHus. K HUM OTHOCATCS meyaTHble NAaTbl, XUAKOKpUCTanAnueckunii aucnneit OKK gucnnein), aNeKTPOoHHbIEe
nepeksoyaTeny v NPoBoAKa, a TaKXe MeTan/imyeckas pamMma OCHOBaHMUS.

2.7 JJONONHWUTENbHbIE NPUHALIEXKHOCT W

Cm. CnucokycTpoiicTs 2.5

fse Knaccundpmkaums

Knaccnpukaunsa; 93/42/EEC knacc MNb, npaBuno 9

UMDNS Ne 16-948 Jla3zep TepaneBTUYECKUIA

Knaccudukaunsa nasepa cornacHo ctaHgapty EN 60825-1:2007: MeDioStar knaccugunumnpyetcsa Kak nasep 4 Knacca.

Knaccnpukaymsa nporpaMmHoro obecnedeHmns no 6esonacHocTu cornacHo EN 62304:2006: Knacc B

Crp. 6 13 10
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«AcCKnenioH Jfleiiyep
TekHonomxuc» (Asclepion

TexHuueckuii daiin Mediostar NeXT PRO Laser Technologies’)

2.4 PYHKLMOHa/TbHOE onmcaHue

TexHnyeckoe onucaHue

Nasep

Jlazep MeDioStar - 3T0 MMNYNbCHbIA BbICOKON MOWHOCTU MONYNPOBOAHMKOBbLIN nasep (kKnacc nasepa 4).
M3nyyaemble BOMHbI HaxoasaTcsa B 6nuxHen MK-o6nactm cnekTpa oT 755 HM A0 950 HM.

M3nyyeHne nasepHOro nyyka akTUBMpPYeTCA HaxaTWem nefjanun Ha ycTpolicTBe.

Bnok nutaHunga

BcTpoeHHbIi 610K NUTaHMA npeobpas3yeT CeTeBOM TOK B BbIMPAMAEHHbIA TOK HU3KOr0 HanpsXeHus ANS nojayvyu Ha
nasep.

YnpaBrieHne yCTpOCTBOM

Cuctema MUKPOKOHTPON/NEPOB OTBeYaeT 3a KOHTPOAb W ynpaBfieHWe BbIXOAHbIMW NapameTpaMyv U 3aLUTHbLIMMU
cucTemMamm ycTponcTBa.

Pexxumbl paboThbl

YcTpoiicTBO paboTaeT M B MOHOMMNY/IbCHOM PEXWUME U B PEXUME HENPEPbIBHON paboThl.

YCTpOCTBO pacCUnMTaHO Ha HeNpPepbIBHY paboTy B oNpefenieHHbIX YCNOBUAX OKPYXalo LW el cpeabl.

N/NW BbICOKOW KOMHAaTHOW TeMnepaType W BbICOKOW CcpeAHel MOLWLHOCTW, BO3MOXHO, 4YTO MNocfe ANUTENbHON
06paboTKM, YCTPOWCTBO Ha KOPOTKOe BPeMsA MNepexoAuT B PeXUM OxfaxeHuWsa, u4Tobbl rapaHTupoBaTb
3 PeKTUBHOCTb OXMAXAEHUSA KOXMN.

Pa6oTa

YCcTpOCTBO YynpaBnAseTcs 4Yepe3 CEHCOPHbIA 3KpaH. [JaHHble BbIBOAATCA Ha XK pgucnnaeli ¢ pekoMeHAauusamu
nonb3oBaTesl0o B BUAe MPOCTOro TekcTa. B 3aBUCMMOCTU OT pexmma paboTbl MOXHO 3a4aTb pasNnyHbie napameTpbl,
TakKue KakK MAOTHOCTb 3HEPruu, ANNTeNbHOCTb UMMNY/AbCa, YacToTa MOBTOPEHWSA MMNOYNbCOB W ApP., KaK ONMCaHO B
rnase «Pab6oTa».

B pgononHeHue K BblbpaHHbIM NapameTpam, Ha gucnnee oTtob6paxkaloTcsa Lpyrue AaHHble, TaKMe KakK pexum nasepa
(oXmMpgaHne uNM roTOBHOCTb), MPUMEHAEeMbIN annaMkaTtop W, NPU HEeOOXOAMMOCTW, TEKCTOBble coobuieHMs 06
ownbKax.

OxnasBgeHune

BHYTpeHHAA cucTeMa oOxJaXfeHua Heobxoguma AnA  nNpefoTBpalleHWs neperpesa rpynn KOMMOHEHTOB.
Hencnonb3oBaHHOe Ten/qo pacceMBaeTCA B OKpyXallelh cpefe 4yepe3 BOLHO-BO3AYLWHbLIN TennoobMeHHUK. Hacoc
LUPKYNUPYET OXNaXAawly >KULKOCTb 4Yepe3 Trpynnbl KOMMOHEHTOB W TennoobmMeHHMK. Kpome ToOro,
WHTErpupoBaHHble TeEMNepaTypHble JaTYNKKU 1 JaTYNKK pacxofa obecneymBaloT 6e30NacHy0 aKcnayatauuio.
YCcTpoiCcTBO OXnaxpjaeTcsa NpuM NOMOLW M BO34yXa B NOMel,eHMN. Boga 4na BHEWHEro oxJaXgeHna He TpebyeTcs

ANA nopjepXaHua apekTa OXNaXLeHUA YCTPOMNCTBO AONXKHO 3KCNNyaTUPOBATbLCA TONIbKO B YKa3aHHbIX YCN0BUAX

~"Ppyxatu,en cpeabl. Bo3gyx B NOMeLW,eHNN AONXKEH BbITb YNCTbIM, 6€3 Nbinn. Heo6X04MMO CNegnTb, 4HTOObI MeXay
BO3/yX03a60pHbIMMN OTBEPCTUAMM MOAYNA OXNAXLEHNA U BO3LYXOHENPOHULAeMbIMN 06beKTamMmn (Hanpumep, CTeHbl
NnoMeLlLeHns) BCcerga octaBascsd MUHUMaNbHbIA Heo6XxoanMBbI M 3a30p. (CM. rnaBy «Y CcTaHOBKa»).

OxnasasgeHne Koxun

Pagom c nas3epHoOin HacagKoW Ha annaukaTtope pacnosioXkeH MeTaN/MUYecKUin paTyuumk, KOTOPbIA oxnaxpjaetca C
NOMOL b BCTPOEHHOro 3feMeHTa [lenbTbe. BmecTe ¢ npoueaypoli, onucaHHoli B rnase «lpumeHeHue», OH
rapaHTupyeT, YTO Nepej BO3AelCTBMEM fla3epHbIX MMNYAbCOB anugepMuc 6yaeT xonoAHbiM. TemnepaTypa gaTtymka
KOHTpONUpyeTcs.

MpefoxpaHUTeNbHbie yCTPOMCTBA

YcTaHOBKa MMeeT pPAj 3alUTHbIX YCTPONCTB, DYHKLUSA KOTOPbIX - HEe AONYCTUTb HenpaBuAbHY paboTy yCcTaHOBKM,
a TaKXe ee cnyyaliHOoe BK/KOYeHMe:

ABapuUiHbIA BblKNOYaTeNb Na3epHON YCTaHOBKMW, KNaBWULWLHbIA NepekawyaTenb, BblKAlO4YaTelb NUTaHWUA, HOXHOW
nepekntyvartenb, pexumm oxungaHma (STANDBY), aBTomaTnyeckoe OTKAOYEHME, KOHTAKT yaasleHHOW 6N10KMPOBKM
LBepun, 3BYKOBOI cUTHan

Crp. 513 10
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«AcknenunoH Jletoep
TekHonomkumce» (Asclepion
TexHuueckuin thaitn Mediostar NeXT PRO Laser Technologies)

1 Oeknapaunma o COOTBETCTBUM

1.1 Mpoueaypa OLEHKN COOTBETCTBMSA

[ aHHoe yCTpoiCTBO 6bII0 NMPOBEPEHO Ha MpeAMeT COOTBETCTBUS TpeGOBAaHMSIM B COOTBETCTBUU CO CAefyloLei
npoueaypont;

OvpekTtnBa EC 93/42/EW G no meguumMHCcKomMy ob6opyaoBaHuio. MpunoxeHune VI, Jeknapaynsa n3rotoBmtens

12 [leknapauusi 0 COOTBETCTBUM

Jeknapayusa o COOTBETCTBUU A1 9TOT0 YCTPOACTBA NpunaraeTcs K JaHHOMY AOKYMEHTY.

CEMeDioStarl591; 1592

Crp.3m310
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TexHU4YecKUn gaiin

MeDioStar NeX T RC

(Bepcusa 1591)

«AcKnenuoH Jlenzep TekHonogKNc MCM6X»
(Asclepion Laser Technologies GmbH)

Bptoccenep W Tpacce 10
D -07747 NEHA

MepmaHna
Ten.:+49 (0)3641 /7700-100

dakc: +49 (0) 3641 / 7700 - 102

OneKTpoHHaa noyTa: service@ asclepion.com
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€

3aBepeHHas Konus
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Crieundmkaums
Bec

JHepreTuyeckme
TpeboBaHusA

OCHOBHOW NaBKUii
npefoxpaHuTenb

KaTeropusa nepeHanpskeHus

MaKcumManbHbI MUK
CeTeBOro HanpsaxeHus

MakcumanbHoe
HOMWHaNbHOE CeTeBOE
HanpsXeHue

Knacc 3awuTbl

Knaccugumkauymsa, cornacHo
anpekTtuee 93/42/EEC
Knacc 3awuTbl
MCNONb3yemMoro ycTpoicTea
MpuHagnexHocTun

Pexnm paboTebl

«AcknenuoH Jleinzep TekHonomkuc» (Asclepion Laser Technologies)

MeDioStar
npumMmepHo 45 kr

115 B, 50/60 'y, 1400 BA
220-240 B, 50/60 'y, 1500 BA

cpa6aTbiBaHWe Npu 16A, cpefHUIi MefNeHHO Neperoparo L ui
npefoXpaHuTenb

L, (LUC 60664-1)

V MT nukosoe = 2500 B nukosoe

V MN apchekTnBHoe = 300 B adhhekTUBHOE

Mb

CMOTpU rnaBy MpuUHagNeXHOCTH,
YCTPOWCTBO CNPOEKTUPOBAHO ANS HEMPEPbIBHOW pa6oThl™

Mpn BbICOKON TemrepaType B KabWHETe W BbICOKON CpefHell MOLLHOCTW Mpy NPOBELEHUN 6O/bLIMX
MpOLEAyp YCTPONCTBO MOXET MEPEK/TOHATLCS B PEXVM OXNTXKAEHMS HA KOPOTKYE NMPOMEXYTKIN BPEMEH!
A9 06ecreveHs OXTaXKAEHUS KOXUA.

Creupdmkaums
NasepHasa mogenb
OnnHa BOJHbI
Knacc nasepa

HeobxoauMble 04KM Ans
3alMTbl OT Na3epHOro
n3ny4veHus (cornacHo EN
207:2009)

ONUTenbHOCTb UMNYNbCa
AHeprua nmnynbca

YacTtoTa NOBTOpPEHUSNA
nMnynbcoB

Pasmepbl nATHa
(annnukaTopsbl)

LonycK AN BbIXOAHO
aHepruu

MopoBbIii cocTaB U3NyyeHus

AviameTp NnasepHoOro fiyya Ha
BblX0fe annaukartopa

I'Iasep
CuctemMa AMOLHbIX Na3epPOB BblCOKOW MOLWHOCTH
810 - 950 Hm (B 3aBMCMMOCTWN OT MOJENN YCTPONCTBA)

4

810-950HMDLB5

MaKcumManbHo 400 Mc (B 3aBUCMMOCTM OT pexuma u
annankaTtopa)

MakKcuMmanbHo 200 O (B 3aBMCMMOCTU OT pexnma u
annankaTtopa)

MakKcumanbHo 12 Iy (B 3aBUCUMOCTM OT pexuma u
annaunkaTtopa)

annnukatopbl ST: 14 X 10 mm»

annnaukartop HP: 8 x 6 mMm™

annnaumkatop VAS: 4 x 3 mm»

annankatop XL ¢ HakKoOHeYHuUKom XLL: 38 x 24 mm»

annamkatop XL ¢ HakoHeYyHMKomM XLS: 30 x 10 mm”

+/- 20%

MHOTFOMO[O0BbI I

CMOTpPWU pasMepbl NATHa

n
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«AcKnenuoH Jlensep TekHonomxkue» (Asclepion Laser Technologies)

Crnieundmkaums Nasep
MakKcumMmanbHo 47 Ox/cm”™ ana annnukaTtopa ST
MnoTHOCTbL aHepruu MakcumMmanbHo 90 Ox/cm”™ ana annnukaTtopa HP
MakcumanbHo 210 Ox/cm”™ gna annnmkaTtopa VAS

MakcumMmanbHo 20 Oxx/cm”™ gna annnmkaTtopa XL ¢
HakKoHedyHukom XLL
MakKcumMmanbHo 60 >x/cm”™ gna annnukatopa XL ¢
HaKOHeYHukKom XLS
PacxogumocTb nyya Ha ctaHpgapTHo 0,12 x 0,97 papg gna annnukatopos ST
BbIX0A€ annankaropa cTaHgapTHO 0,19 x 1,66 pag ansa annavkatopa HP
(nonHelit yron, 1/e”) cTaHpgapTHo 0,12 x 1,62 pag gnda annnukatopa VAS

ctaHgapTHo 0,11 x 0,68 papg gna annnukartopa XL ¢
HaKOHe4YHMKom XLS
cTaHpgapTHO 0,06 x 0,51 pag gna annnunkatopa XL ¢
HakKoHeYyHUKoM XLL

JonycTumMmoe MUHUMANbHO
6es3onacHoe paccTosiHue ans
rnas (c annamkaTopom)

"AOCTYNHO B pexume «lpodeccmoHan»
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«AcknenuoH Jleinzep TekHonomxkme» (Asclepion Laser Technologies)

4.3 TexHNYecKoe onnucaHume

4.3.1 Annaukatopbl (C MHTETPUPOBAHHBLIM UCTOYHUKOM U CUCTEMOW OXNasieeHNs KOXW)

MprumveyaHue:

OOblMHO B KOMI/IEKT MOCTaBKW BXOAWUT OAWH anrm/vKatop C MATHOM  OMNpeaesieHHoro  pasmepa.
JononHuTenbHbIe anmiMKaTopbl MOTYT ObITb MOCTaB/EHbI AOMO/HATENBHO (ApYyrve pasmMepbl NaTHa / fjivH
BO/H) (cMm. Mogenm yCTpolicTsa B I/iaBe TEXHUYECKME AaHHbIE).

Pasmep flasepHoro natHa (CM. rnaBy TexHuueckvie gaHHble / CrieLMmKauym) MOXET BapbUpOBaThCA B
3aBMCUMOCT OT anr/mKatopa wiv B Crydae anrmkatopa XL B 3aBMCMMOCTM OT YCTAHOB/IEHHOTO
HAKOHEYHMKA. YCTPOACTBO aBTOMATUYECKWM OOHAPYXKUT HOBbIA anmnimMKaTop WM HOBbIA HAKOHEUHMK W
0TOOPA3NT 3TO Ha AMCTINIee.

KOHCTpYKUMS annankaTtopa

Kopnyc annnvkaropa

HakoHeuHVIK flazepHoro usnyyarens/ puc.: VAS.
(HanpasneHue n3nyyeHns: CTpenka)
[MprmveyaHme:

Annnvkaropb! TMNoB ST 1 HP naeHTUYHbI 38
VICK/THOYEHVEM pa3MepOB HaKOHEYHVIKa 1asepa 1
COOTBETCTBYHOLLIEN OX/TaXAALOLLIEI MOBEPXHOCTMW.
Annvkatop ALX nomeyeH KpacHbIM.

OxnaxaaroLLis Hacaaka (415 OXNAKAEHNS KOXU)

PucyHok 2: Annivkartop (Hanpumep, annamkatop VAS)

Kopnyc annnvkaropa
NoBepxHOCTb
ONTUYEEKOro
KOHTaKTa (candwp)
HaKOHeYHMKa
nasepa

Oxnaxgatoas
p " HacaKa (Takoke ¢
OXNaXfeHVEM

candmpa)

Namna curHanmsaumm 0 HakOHeYHWK fasepa
Na3epHOM M3/TyHeHnn

PucyHok 3: AnnnmkaTop (cnesa) ¢ HakoHeuHnkom XLL (cnpaBa BBepxy) nim XLS (cnpaga BHU3Y)

Nasep
JNazep MeDioStar npefcTasnseT co60i MMMYbCHBIN AVOAHbIV lasep BbICOKO MOLLHOCTK (Knace flasepa 4).
JInHeiika nasepHbIX ANOLOB PacrofioeHa B KOpMyce anmnnkaropa. M3nydaeMas f/imHa BO/HHbI HAXOAUTCSA B
GrvbKHEV 06nacTy cnekTpa MHdpakpacHoro uanyueHns (NIR) 1 onpeaenseTcs annankatopom (cMm. Pazaen
TexHuueckve gaHHble / Cneuydmkanmm).
AMmccUs NlasepHOro Jlyya akTUBMPYETCS MPY HXKATUN Ha HOXHYHO Nejaib.
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«AcknenuoH Jleinzep TekHonomkuc» (Asclepion Laser Technologies)

4.4 3awmTHOe obopyaoBaHme

YCTPOIACTBO OCHALLEHO PSAOM  3alMTHBIX G/10KOB, KOTOpble MPeayCMOTPEHbl A1 MPeAoTBpaLLEHNS
HenpaBUIbHOrO (PYHKLIVOHMPOBAHMA 1 HEMpeaHaMEPEHHON aKTUBALWMK CUCTEMbI. Bce nuua, paboTatoLpe ¢
Na3epoM WM acCUCTUPYHOLLME BO BPEMS MPOBEAEHMS MPOLEAYPbI, AO/DKHBI CaMM O3HAKOMUTLCS C 3TUMM
G/10KaMW.

ABapuiiHbIiA BbIK/IKOYaTeNb nasepa STOP
KpacHbIli aBapuiiHbIA BbIK/MoUaTeb nasepa STOP Ha nepeaHein CTOPOHE YCTPOIACTBa (CMOTPU PUCYHOK
HIDKE) NpefHasHayeH /19 HeMeL/IeHHOro OTK/KOYEHUS CUCTeMbl B aBapwiiHOM cuTyauun. Ero cregyet
aKTVBMPOBATH TO/IbKO B aBAPUIHBIX CUTYaLMSX, T.€. eC/M HEOBXOAUMO HeMeL/IEHHO MPepBaTh SMUCCHHO.

UTo6bl HEME/IEHHO BbIK/HOUMTL CUCTEMY, HAXKMIUTE Ha 3Ty KHOMKY. YT0ObI pa36iioKMpoBaTb KHOMKY Nocre
YCTPaHeHWst aBapWiAHOW CUTyaLuK, MOBEPHUTE ee B/IEBO, MOKA OHAa CHOBA HE «BbICKOUMT» B MPEXHEE
MONIOYKEHVE.

MprmevaHve
ABapuiiHbIA  NlasepHblid BbiKMoYaTeslb STOP He CreflyeT WUCMOMb30BaTh A1 BKIOYEHUS W
[ BbIK/IFOYEHUS CUCTEMbI B HOPMa/IbHbIX YC/IOBUSX €e PaboThbl.

Bbiknto4YaTe b C KAHOYOM

Bbik/rouaress € KI4OM UCTONb3YeTes A/1A aKTUBaLWM CUCTeMbI. TONMbKO aBTOPK30BaHHbIE LA, VMEHOLLIVE
[O0CTyN K 3TOMy BbIK/IOHATE/O, MOMYT MPOM3BECTU 3arycK cucTeMbl. CUCTEMY MOXHO 3aryCTWTb Yepe3
BbIK/HOUATESb C K/HOUOM, TO/bKO EC/IM He HaXKaT aBapuiiHbIv lasepHbIi Bbiktouatesis STOP.

JNasepHoe YCTPOWCTBO WCMYCKaeT MOLLHOE M3/yYeHe B MHGPaKpacHOM [vanasoHe. JTo
V3MyYeHie MOXET BbI3BaTb CEPbE3Hble TPaBMbl [/1a3 MPW HECOOTBETCTBYHOLLEHA 3KCMyaTaLn
YCTPOICTBA.

Bk/toueHre yCTpOICTBa WM ynpaBneHne UM He [LO/DKHbI MPOM3BOANTLCA HE aBTOPM30BaHHbIM
MEPCOHAIOM.

Bcerga BbHUMATE KMKOY MOC/E BbIK/HOYEHWS CUCTEMbl U 0BECreYbTe ero XpaHeHWe TO/MbKO
aBTOPV30BaHHbLIMM JINLAMA.

NazepHblid BbiktovaTeb STOP

BbIKnto4aTesb ¢ Koyom

PrcyHoK 4: 3aLLpmHb e GNoKM Ha NepenHein MaHen yCTpoiicTea (MpreeaeH npuviep rasepa MeDioStar NeXT™*, ana nasepa
MeDioStar NeXT 10 e cavice)
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«AcicnenvoH fleiisep TekHonogkuc» (Asclepion Laser Technologies)

CvnoBoi BblIKOYaTe b

CW10BO#A BbIK/OUaTe b Pa3beiHAET YCTPOCTBO W UCTOYHWK IMHEHOMO HanpshkeHus. ECnm ycTpoiicTBo
He 1CMONb3YeTCs, BbIKMoYaTe b JOMKEH HAXoaMTLCA B nonoxeHun OFF (BbIK/1.) (O).

CWnoBoiA BbIKMHOYaTE b

PvicyHoK 5: C1rioBOiA BbIKIHOHATES b Ha 33[1HENA MaHen M YCTPoiACTBa (MpviseaeH npyvep asepa MeDioStar NeXT ™, oia nasepa
MeDioStar NeXT T0 e camoe)

HoxHasa neganb

B HOXHYHO nefja/ib BCTPOEHbI [Ba Pe3epBHbIX 3/IEMEHTA MEPeK/ioHeHUs. 3TO He BUSAET Ha xapakTtep
CNo/b30BaHUs YCTPoiCTBa. BAoGaBOK, NpeaoXpaHUTeNbHas KPbILLKA MCK/KOHAET CydaliHoe HaxaTtvie Ha
nepeksoYaTess. UTobbl OTKMHYTH KPbILLKY (KOrAa OHa 3aKpbITa), HY>KHO HaXKaTb Ha Hee HOrOMA.

HoxHas nefanb —aneKTpuyeckas KHOMKa, KoTopas NMpu HakaTuu 3anyCckaeT nasepHoe K3flyyeHue, Korga

yCTpOVICTBO HaXoauUTCA BPEXNMEro o8 (READ Y).
Bcer,qa yCTaHaBﬂVIBaVITe HOXXHY'O nefab psaaom ¢ 30HO nposeaeHnA npoLeaypbl.

[MpesoxpaHnTeNbHas KpbILLKa

HoxHas neganb

PucyHok 6. HoHast nefarib (CieBa C 3aKpbbIM 3aLLMTHLIM LLYITKOM, CripaBa- C OTKPbITbIM)
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«AcknenvoH fleizep TekHonomkme» (Asclepion Laser Technologies)

5 BkntoyeHune

51 KoMnN/IeEKT NoCTaBKU

MprmeyaHue

MpoBepbTE BMECTE C MEPEBO34HMKOM, NMPUCYTCTBYHOT /I BCE KOMMOHEHTI, MEPEUMC/IEHHbIE HUDKE 1
HeoOXoaMMble A1 6e30MacHOi  paboTbl YCTPOIMCTBA, W He MOBPEXAeHbl /M OHW. O
HEKOMI/IEKTHOCTM MWW MOBPEXAEHWAX MPU MEpPeBO3Ke HEOOXOAMMO HEMEL/IEHHO 3asBUTb
MOCTaBLLYIKY.

KomnaHus «AckienmoH Jleinsep TekHonomkmc MvoX» (Asclepion Laser Technologies GmbH) He
NPYHUMAET Ha Ce6s H1KaKyO OTBETCTBEHHOCTb, €C/IN TObKO OAHO3HAYHO He 3aK/HO4EH €eLLe OfuH
[0roBop.

CoxpaHsiiTe ynakoBKy ass 6yayliieii 6e30MacHO OTNPaBKW YCTPOIACTBA.

BosgepkuTech 0T paboTbl € fla3epoM, e/ 06HapPYXKEHbI MEXaHNYECKIME MOBPEXAEHMA YCTPOCTBA
WM €ro BCTIOMOraTe/lbHoro 060py0BaHns. Ecnv npeHebpeyb 3Tol peKOMEHAALMEN, Bbl PUCKyeTe

A NONYYNTL (P3UYECKVE TPaBMbl. B TakmX Clyyasix, CBKATECH C TEXHUYECKON Cy>KO60i KOMMaHWM
«AcKnenuoH Jlelizep TekHonomkuc MvieX» (Asclepion Laser Technologies GmbH).

OcHOBHOE 060pYy0BaHNE COAEPXKUT CreaytoLMe AeTann YCTPOACTBa:

OCHOBHOI 610K

CW/I0BOI Kabesb

HOXHast nefasib

annnKaTop

MpeLynpexaatoLLas SamnoyKa/pasbeM [1BepHOro 3amka

KN4y (aBa, 415 BbIK/KOUATENS C KITHOUOM)

OYKM /191 38T OT JTa3ePHOT0 M3/TyYeHUst, CPeLCTBa [y15 3alUuThl /133 MaLyeHTa
PYKOBOZCTBO M0/1b30BaTe/1s

NpeAynpeXaaroLLMiA 3HaK 0 paboTaroLLEM flasepe
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«AcknenunoH Neiizep TekHonomkuc» (Asclepion Laser Technologies)

5.2 YcTaHOBKa

JNazepHoe YCTPOWCTBO HAxoaUTCS MOf CETEBbIM HAMPSHKEHMEM W WCMYCKAeT W3NyyeHue B

MH(ppakpacHoM [avanasoHe. CyLLECTBYEeT PUCK MOPaKEHWS 3MEKTPUYECKMM TOKOM W PUCK
rnopaxxeHus rnas!

BkntoyeHve ycTpolicTBa 1 06si3aTe/lbHas (PyHKUMOHabHAA NPOBepKa AO/MKHL! Mpou3BOAUTLCA
TO/bKO aBTOPV30BaHHbLL MEPCOHA/IOM.

5.2.1 KoHCTpyKUMA ycTpolicTBa

[Jucnneli ¢ ceHCopHbIM

3KpaHoM
Annnvkarop co
BCTPOEHHOI
CUCTEMON
OX/TXKAEHIS| KOXKU Pyuka
Jepxaresib BbIK/HO4aTe b C KO4HOM
annankaropa

BapUAHbIA BbIKKOUaTE b
nasepa STOP

PrcyHoK 7: [MepeaHss naHenb yCTpoiicTaa (mpveeaeH npuvep fiasepa MeDioStar NeXT™®a nasepa MeDioStar NeXT
TO »E CaMOE)
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«AcknenuoH feinsep TekHonomxkue» (Asclepion Laser Technologies)

BeHTUAUMOHHOE
MMeBHbMMHTEpPeic,u.' oTBepCTVIE
VHTepdbeiic U S B <
PR/CHEW TS MoacoeanHeHve
Y u W annnmkaropa
CWIoBOIA BbIKMHOHATE b (MHOrOyHKLMOHaNbHOE
MNOACOeVHEHVE)
['Heszo A nozBo/a
MOLLIHOCTU CoefyHeHVs ona 3anpaskyt
Pasbem [iA KoHTaKTa/!* xnafareHTa
[LWICTaHLWVIOHHOW B/TOKVPOBKM
/ABEPHOTO 3avka
Paztem 15 HoxHoM regarn/ PyuKa*

lMoacoenmHeHvie Lenin
YPaBHMBaHUS MOTEHLMANI0B

PucyHok 8: MoacoevHeHVs Ha 3afHei
naHesn yCTPonCTBa (MpvBEaeH
nprvep nazepa MeDioStar NeXT, o
nazepa MeDioStar NeXT*"®r0 »e
camoe)

5.2.2 3HauYKWN Ha ycTponcTBe

NasepHoe YCTPOICTBO WCMYyCKaeT MOLLHOE W3/lydyeHre B WMH(PaKpacHOM [ya.nasoHe. 310

VM3MyYeHe MOXET Bbi3BaTb CepbesHble TpaBMbl /1a3 MpW HECOOTBETCTBYHOLLEN 3KCrTyaTauyn
)‘I( YCTPOICTBA.

B cOOTBETCTBMM C 3TWM, Ha COOTBETCTBYHOLWX MeCTax YCTPOWCTBA MPUKPEN/eHbI

NpeaynpexXaatoLLye 1 MHPOPMALMOHHbIE 3HAYKN.

Becb mepcoHan AO/MKEH 3HaTb 06 3TUX 3HAYKax M 06 WX 3HAYeHWW, YTOBbl rapaHTMPOBATb

COOTBETCTBYHOLLYHO 3KCTI/yaTaLyio YCTPOCTBA.

Bce 3HauKu A0MKHbI HAXOAUTLCSA Ha CBOVX MeCTax 1 BbITb B XOPOLLIEM COCTOSIHMM.

HemegieHHO 3ameHsiiTe  aetheKTHble  3HauKKM, YTOObI, : FAPAHTVPOBATbL : COOTBETCTBYHOLLLYHO

3KCM/TyaTaLmto YCTpolicTBa

21

180NAANA7-\/1-24Manxa2016-UM-MSPRO-RUS (en)
& 000 LWPMH (&) INFO@CIRMLRU € WWW.GOSZDRAVNADZOR RU



«AcknenuoH fleinsep TekHonomxkuc» (Asclepion Laser Technologies)

3Ha40K Ha aBapuiiHOM

BbIKtouarTene nazepa STOP
;anepesHein CTopoHe

Yctpoiictea (PrcyHok 10

Aneptypa
nasepa

3Hauku Ha otBepcTiM [ |
BbIXOZa /lyya Ha
annnukarope (PvcyHok 11)

Knacc 3awytsl B
NPUMeEHsEMbIX feTaniein

3HaukM  OnA MOACOEAVHEHWIA
MHTEp(eiica Ha 3adHei  naHenm
ycTpoiicTsa: (PUcyHoK 12)

["NaBHbIA MHTepec

WHTepdelic U,
CepByiCHbI HTEpPQeIC

KOHTaKT ANCTaHLWOHHON
G/I0KVPOBKY ABEPHOTO
3amKa

Pa3beMm /15 HOXXHOM
nefanm

XnafareHTa u QcTopokKa
BEPTUKa/bHOE Cobniofant i
MosoxeHve! TP"0BaHuA .
(PyicyroK 17) COMYTCTBYHO Ligi
JOoKymeHTaupmn!
3HAUOK (PvicyHok 16)
MOACOAVHEHNS  TIACTVHKA C JTUKETKA C
yCTpOlicTBa Turom  TTPEAYTIPEKAEHNEM O

e, [P 1L Teon o
MOTEHLIVaNoB

(PvicyHok 13) 825-1 (PucyHok 15)

PucyHok 9: 3Haukm Ha ycTpoiictee MeDioStar
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«AcknenuoH Jleiizep TekHonomkumc» (Asclepion Laser Technologies)

$1or 3TMM  3HaYKOM OTMeYeH aBapUiiHbIA  BbIK/OYATE b
*—' nazepa STOP 19 GbICTPOro BbIK/IKOHYEHUS /1a3ePHOI0
. . V3MYYeHNs U SMUCCAV MOLYEN.
PricyHok 10: ABapuiiHbIiA BbiKoYaTesb fiasepa STOP y a4

3TMM 3HaYKOM OTMEYEeHO MECTO BbIXOAA Jia3epHOro
Nyya 13 CUCTEeMbI TPAHCMUCCUN.
PucyHok 11: OtBepcTue BbIXoda nyda

MpeaynpeXxaeHve: YpesBblHaiiHO BaXXHO, YTOObI 34€eCb
ObU10 MOAK/MKOYEHO BCMOMOraTe/lbHOe 060pY/0BaHME.

O Master BbIMyLLEHHOE ~ KOMMaHWeid  «AcknenuoH  Jleiisep
TekHonompkme»  (Asclepion  Laser  Technologies).
CD USB MogknoyeHneM  rnaBHoro,  cepsicHoro u  USB
MHTepeiica, [AOMKEH 3aHMMATbCA aBTOPM30BaHHbIiA

. MepcoHan.

Service eRCoHan

O) (43 ["NaBHbI NHTEPCDeViC
(2 WnTepdeiic USB
CepBuCHbIV HTEpeiC

Figure 12: MoacoeavHeHUs MHTepdeicos! Pa3bem KOHTaKTa A1CTaHLMOHHOMN 6/10K1POBKY
3amKa

(5 Pasbem 1 HoXHOIi Neganm

3TOT  KOHTaKT MCNONbL3YETCA ANAa  AONONHNATE/ILHOIO
noacoeanHeHms yCTpOVICTBa K CUCTEME BblpPaBHWBaHWUA

PricyHok 13: CoefivHEHVIe YCTPOICTBA BbIPaBHMBAHNS
MOTEHLINANOB.

MOTEHLMarIoB

7 Asdepion Laser Technologies GmbH
07747 Jena, BrGsseler StaUe 10, OeTwy

Model: 159X .
Mogenb /| 1234s6 7809 5 mvmienzutmk
K L1J 220-240V " sw + w - 1500VA

CepwiiHbIii HOMep- w - 159X03000
[Jatapbinycka

w W 07.2015 )
(rod-MecsiLl-faTa) "~ LD 75V‘K ).K
OCTOPOXHO: . : EH :
Mpuaepx1BainTech 104011 except for
COMNPOBOAUTE bHBIX ctewtos por”ant to Cur Note fto. 50, dated Jle 24
[IOKyMeHTOB!

PucyHok 14: StukeTka nazepa MeDioStar- Ha npumvepe
Mozens 1591
STVKETKA C YKa3aHVeM TuMa U UHAMBLLYa/bHBIX JaHHbIX, TaKMX Kak CepuiAHbI HOMEp ¥ AaTa Bbiycka
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«AcknenunoH fleiizep TekHonomkuc» (Asclepion Laser Technologies)

INVISIBLE
LASER RADIATION
AVOID EYE OR SKIN EXPOSURE TO
DIRECTOR SCATTERS RADIATION
CIASS A LASER PRODUCTA
1 Treatment laseit  Wave'ength 755-9S0rn 1
1 " Pulse energy <200J 1
1 «n Pu'se duration <40ms1
laser class 1
m Classifeif acr IDEV608?S-1 2007 ]

PrcyHoK 15 3Ha40K NpeaynpedxaeHrs o paboTaroLLeM
nasepe EN 60 825-1

PucyHok 16: BHumaHve: Cobntofaiite TpeboBaHmA
npunaraembIx JOKyMeHTOB!

Use only coolant liquid "BG4™ |

Please note: never mix
”BC4" with other liquids!

Caution!

Transport and installation always in a vettkal position (+20),
Olherwise the device must be leftin an upright position
tor 12 hours, before it can be swildted on.

Attention!

Transport et montage loujours en posilion verticale 4rO*).
Dans le cas coniralre, i'apparell doit roster 12heur»s

PucyHok 17: O6ecreybTe Hamuve OXIaKaatoLLel
XUOKOCTM W BepTUKa/bHOE  MOMOXEHWe  Npu
TPaHCropTMPOBKe!

150N00NA7-\/1-24ANanxa 20
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3T0T  3HA4YoK MpeAcTaBnseT — WMHopMaumio 06
OMacHOCTSIX, MaKCUMa/IbHbIX BE/IMUMHAX  W3/Ty4aemoit
3HEPTMM U KNacCU(MKALMM  UCTOYHMKA  /la3epHOro
VI3yUeHNS.

3TOT 3HAYOK MpefynpeXKaaeT Nnosb3oBaTeNs O TOM, YTO
nepen MPUMMEHEHMEM YCTPOICTBA  [O/MKHbI  OblTb
TLIATENIbHO M3YYeHbl BCE [OKYMEHTbI, MOCTaB/seMble
BMeCTE C YCTPOCTBOM.

3TOT 3HaYOK NpeLynpexaaeT Nno/b3oBaTesis 0 TOM, YTO
B KauyeCTBe  OX/TKAAMOLIEA HKMAKOCTU  [O/DKHA
NPUMEHATLCS CreLyabHO paspaboTaHHas KOMMaHWew
«AcknenmoH»  (Asclepion) >xuakocTb  (06mafaroLLmiA
(hyHKLSMM 3aLLUTBI or KOppo3uu,
aHTUOaKTEPUa/bHBIA,  He3aMep3atoLLMiA  ADEKTUBHBIN
oX/1aanTeNb)!

Hukorga He cmelLmBaiiTe
JVICTUNNIMPOBAHHOIA BOLOMA!

3TOT Oxnagnutenb C

3TOT 3HAYOK MPeaynpexaaeT Mnob3oBate/s 0 TOM, YTO
YCTPOWCTBO [O/MKHO HAXOAUTLCA B BEPTUKAIbHOM
MOMOXeHNM (Yron HaknoHa He 6onee 20°).

16-UM-MSPRO-RUS (en)



«AcknenunoH Nlelizep TekHonoaxuc» (Asclepion Laser Technologies)

5.2.3. O6wne peKoMeHAgaLMmM No ycTaHOBKe

INazepHoe YCTPOIACTBO MCITYCKaeT MOLLHOE W3/yYeHre B MH(PaKpacHOM AuarasoHe 1 paboTaeT ot
JWHEAHOro  HanpsbkeHus.  Moatomy  TpebyeTcs  COGMIOLEHME  Mep  3/IEKTPOMArbLUTHOM
coBmMecTmocT (AMC). HecobntofieHre 3TUX Mep MOXET MPMBECTU K CEpPbe3HbIM TpaBMam
MauMeHTOB W MepcoHasia Mo/b3oBatesisi MpW  HemnpaBWIbHOA YCTAHOBKE W MHCTa/UIALMN
YCTPOVACTBA.

YCTaHOBKA W WHCTa//IAUMA YCTPOiACTBA AO/MKHA ObiTb NPOBeAeHa C COOMHOAEHMEM  BCEX
MHCprKU'Ml‘;l, anBeAeHHle B pa3,ﬂ|eﬂe BesonacHoCT b, TexHnuyeckne XapakT epucT nkKn,
Cneumnd unkauyumun M anIfIO)KeHVIe I'IO SMC

BAXHAA MHPOPMALNA
Mocre KaXOOro MepemeLLeHns YCTPoCTBa M3 Goniee XOMOAHOW B Gonee Temnyto cpedy e

paznumem Temnepatypbl 6onblie, Yem 5 “C, maitTe annapaTy MPUCMIOCOOUTLCS K KOMHATHOM
TemMrepaType B pacriakoBaHHOM COCTOSIHWM B TEUYEHME CIEMYHOLLErO BPEMEHN;

MUHUMYM 2 Yaca npy pasnnymm Temneparyp o 10 °C
MUHUMYM 4 Yaca npu pasnin4mia Temnepatyp 4o 15 °C
MUHMYM 8 4acoB Npu pasnumm Temnepatyp 6osbLue, Yem 20 °C.

3arem BK/HOUATE MWTaHWe W JaliTe annapary nopaboTaTb Ge3 MOAK/IHOYEHWs anmnivMkKatopa B
TeyeHve 30 MUHYT.

Y6eauTech, 4To Cpefia, B KOTOPOW YCTaHaB/MBAETCA U [O/KHO 3KC/yaTupoBaTbCA YCTPOMCTBO,
COOTBETCTBYET  PaspelleHHbIM  YCMOBUAM  CpPedbl, YKa3aHHbIM B [/1ABE  «texnuucckne

xapakTepucTt ukun / Cneyundp nkayumnh.

HeucnonHeHvie 3Tux TpeGoBaHWA MOXET NPUBECTU K MOSIOMKE arnaparta.

[ns obecrneyeHys ONTUMaIbHON BEHTUMALWK OCTaBbTe, M0 KpaiHeli Mepe, 20 cM CBOGOAHOMO NMPOCTPaHCTBA MEXIY
CTEHaMU MOMELLIEHWS U 3a/1Hel 1 GOKOBbIMM MaHeNsSIMN

JazepHoe YCTPOICTBO MCMYCKaeT MOLLHOE W3/lydeHUe B MH(paKpacHOM AuanasoHe. 310
M3MyuyeHre MOXET Bbi3BaTb CEPbE3HbIE BTPaBMbI /133 MPU HECOOTBETCTBYIOLUEN IKCTlyaTaLymn
YCTPOVACTBA.

Kaxapii BX0f, B 30HY paboTaroLLero flasepa (06bIMHO, 3TO MOMELLEHME, B KOTOPOM MPOBOAUTCA
nasepHast Tepaniis) Ao/MKeH bbb 060PYA0BaH NPeAYNPEXAAOLLYIMIA TaMMOYKaMK, KOTOpble FopsT
(WM MUraroT) B TeYeHMe BPEMEHM [EVCTBIA NIA3EPHON0 M3MYyYeHUst; YToObI NpeaynpeauTb ML, O
3anpete BXofa B MOMeLLEHMe.

5.24 TloacoefnHeHVe IBEPHOr0 NpepbIBaTesis

Ha 3agHeli naHenn YCTpOICTBa, MPeAyCMOTPEH pasbeM Aif MOACOEAMHEHVSt K YCTPOMCTBY KOHTaKTa
G/I0KMPOBKYM ABEPHOIO 3aMKa (CMOTPY PUCYHOK HIDKE).

B KauecTBe mopTa MOXHO MCMO/b30BaTb KPYI/IbIA LUTHIPEBON KOHTAKT, KOTOPbIA MOXHO BBUHTUTb, TUMa
(X)V 40, B cootseTcTBMM C IEC 60130-9, Harpmmep, Lumberg WSV 40 (B COOTBETCTBWM C NMOCTaBKOWA),
TVNa, HLWP. Ans WS nocTaB/iSeTcs Yr/10BON KOHTaKT.

KOHTakT ~ G/IOKVPOBKM  [IBEPHOrO  3aMKa
(3HaueHns AN NOAK/MHOYEHMS NpUBELEHb! B
pa?).qeneTemeqecKwe XapakT epucT UKHN)

PeneiiHblii BbIKNOYaTeb /la3epHOM AMUCCUN

(3HaueHns 41 MOAKMOYEHUs MPYBEAEHbI B
p%ﬂeﬂeTexumquKme XapakT epucT MKM)

'UCyHOK  18:  [loAcoefyHeHWst [N QUCTAHUMOHHOW  GIOKMPOBKM  [BEPHOTO 3aMKa W JiaMnbl,
NpeaynpeXxaatoLLeli 0 paboTaroLLEeM /asepe.
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«AcknenuoH fleinzep TekHonomkuc» (Asclepion Laser Technologies)

OCyLLLGCTBfIFIﬂ ,U,Ba I'IO,EI,KI'II-O‘-IeHVIFI - KoWT akTa ANCT aHuumoHHON 6noknposkn aseproro samka W Hapy)KHOFO
KOHTaKTa [ABEPW, Bbl MOXXETE MPEAOTBPATUTL IMUCCUIKO NA3EPHOI0 M3NTyYEHUA MPU OTKPbIBaHU [OBEPU B
MOMeLLIEHMe, Tie paboTaeT flasep.

3Ta 3alLMTHas CICTEMA CAIYXKUT AN aBTOMATUHECKOTO OTK/KOUYEHMS XVPYPrMYECKOrO JTyya Npu OTKPbIBaHUN
[BEpY, TEM CaMbIM, UCK/HOYas KaKo-TIMBO PUCK 151 /LA, BXOASLLIETO B MOMELLEHME.

BK/OYeHHbIi B KOMIM/IEKT LUTbIPb KOHTaKTa 060pYfOBaH MepemMbluKOl Ha 3aBofe. [ MoAKIoYeHus
KOHTaKTa Y[afeHHO O/IOKMPOBKM 3Ty MEPEMbIUKY HY)XXHO CHSITb W MOACOEAVHWTL YAANEHHbIA KOHTaKT
OIOKVPOBKN K TEM JKe pasbeMaM. HapyXXHblli KOHTaKT [O/MKeH ObiTb BbIMOMHEH B BWAE M/1aBatOLLEro
KOHTaKTa. EC/n Bbl He XOTWTE MCMO/b30BaTb KOHTAKT YAa/eHHON O/I0KMPOBKK, LLTENCENb HY)XXHO COeAVHNUTL
C NEPEMbIYKOIA Ha 3aBO/E.

BaxxHas nHgopmaums

LLITbIpb  KOHTaKTa MOXET O6bTb  MOACOEAMHEH TO/MBKO MPU  OTK/IKOYEHHOM  YCTPOWCTBE,
@ OTCOE[MHEHHOM OT WCTOYHMKA HanpshikeHus. HecobmtofeHWe 3TOro ykasaHUs MOXET CTarb

NPUYHON NOBPEXIEHSA YCTPOICTBA.

KOHTaKTb! /19 ANCTAHLWOHHOM CUCTeMbI G/IOKUPOBKY ABEPHOTO 3aMKa V1 HOXHOW Mefia/iv HUKOT Ja

He [O/DKHbI MOAKMIOYATLCA K JIMHEMHON MOLLHOCTY, TMOCKO/bKY 3TO MOXET MpMBECTU K

CEpLE3HOMY MOBPEXIEHNIO cUCTeMbI. MOACOEAUHANTE 3TV pasbeMbl TOMbKO TaK, Kak OrnucaHo B

3TOM pasere.

Coset

Ecnm Bbl NOACOEAMHUN KOHTAKT G/I0KVMPOBKIA ABEPHOIO 3aMKa K BXOAHOW ABEpY, KaxKabli [eHb

MpoBepsATe, Mpexe Yem HayaTb MPOLEaypPY, YTOObI flasep Herb3s BblI0 MEPEKOUUTL Ha PEXUM
NPV OTKPBLITOM COCTOSIHWW 3TOW ABepn. B cnyyae HemcnpaBHOCTW® coobLumte 06 3TOM B

TexHUYECKYHO CryXxOy.

BHELUHWIA UCTOUHWK HANPSOKEHUS 191 HU3KOBO/IbTHOW MPeAYNPEXAarOLLE TaMMOUK MOXHO MOAKMHOUNT
yepes [1Ba [OMOMHUTE/bHBLIX KOHTaKTa 3TOr0 pasbemMa. YCTaHOBMEHHbIV BHYTPY PeneiHblin Nepekntovaresib
pacCuMTaH Ha MaKCUMa/bHOE HanpsikeHWe WM MakCUMasbHbIA TOK (CM. puC. Bblle). BesycnoBHO
cobntofaitte  cnegytowpme  TpebOBaHMA  TEXHWMKM  6E30MacHOCTM  Af  MOAKMIOYEHUS  Hapy>KHOM
NpeaynpeXaaroLLEei TaMMOYKN.

[N UCKMIOYEHNS pUCKA MOPXKEHUS 3MIEKTPUYECKMM TOKOM C MOC/EAYHOWMMA  CEpPbe3HbIMM
npobsieMamn /1 340p0OBbS, & TakkKe - OMacHOCTM BO3ropaHMs TpaHcopMaTopa, €civ Bbl
VCob3yeTe BHELLHWIA TpaHC(opMaTop A/ CUCTEMbI MUTaHUS flaMribl, 06paTUTe BHUMaHWE:
Heobxoa1Mo BbIbMpaTh 3aLLTHBIA TpaHchopmaTtop, cooTBeTcTBytowmiA IEC / EN 61558-2-6.

BHYTpeHHee pesie YCTPOVCTBA 3aKPbITO, €C/IN YCTPONCTBO HAXOANTCS B PEXKUME & € 4 o v .

PeKoMeH0BaHHast amna, Mpeayrpexaatolias 0 paGoTatoLLEM f1a3epe, MOXET, KOHEUHO, BK/HOUAThCs W
BbIK/THOUATLCS TAKKE 11 C MOMOLLIbHO 06bIMHO BIK/HOUATE A, EC/M PABOTAET /iasep.

5.2.5 HoxHasa negans
Tenepb, NOACOEAVHUTE HOXHYHO NeJasib K pasbeMy HOXHOI neaanu, NpefyCMOTPEHHOMY Ha 3aHeli MaHem
yCTpoiicTBa (06PaTUTEC K PUCYHKY 1 oacocnnnenns wa saawei nawenu yer poicrsa). YOBAUTECH, YTO
LLITeKep BCTaB/IeH ry6oKo, A0 yrnopa. 3ateM 3aKCUpyiiTe ero, NoBEPHYB HaKWAHYHO raiiky B HarpaB/ieHnm
M0 YacoBOW CTPenKe. HoxXHyHo neaank cneayeT pa3MecTUTb B HEMOCPEACTBEHHON 6/M30CTM OT YCTPOICTBA.

UT0BbI MO3XKE MOXXHO ObU10 aKTVBMPOBATb HOXHYHO Nefasb, CHAYa/1a HY>KHO HaXKAaTb Ha KPbILLKY TaK, YTOObI
OHa OTKpbUTach (06PATUTECH K Pa3fieNy rexunueckue aannse/sanurwue saoxu). 1aKAM OOPA3OM, MOXHO
OTKPbITb JOCTYN K (haKTUHYECKOMY BbIK/HOHATE/HO (Y4epHOro LIBETA), KOTOPbIA MOXHO MPUBECTW B [EVCTBYE
HOrOWA, YTOObI N1a3ePHas AMVCCUS COOTBETCTBOBA/IA PEXUMY & & A b v .
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«AcknenuoH Jlezep TekHonomkme» (Asclepion Laser Technologies)

WHTETY

'Downloads

Asclepion Web Club
FoMim

Training
AsdepliH?

LE: [}

PucyHok 20: OKpaH 3anycka
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«AcknenuoH fleinzep TekHonomkuce» (Asclepion Laser Technologies)

PaboTa ycTponcTaa

cronb3oBaHiie MHbIX YCTPOVCTB YMPaBMeHNs W MHOe OCYLLIECTB/IEHWE Pery/inpoBOK U UHOe
BbIMNO/THEHWE MPOLIEAYP, YEM YKa3aHHbIE B ,ﬂaHHOM [OKYMEHTE, MOXXET MPUBECTN K OMacHOMY
BO3LEVCTBMIO U3/TyYeHUs.

Be30roBopoyHo cobofanTe MHCTPYKUWUK, BKAKOYEHHble B 3TO PYKOBOACTBO MONb30BaTens, B
OTHOLUEHUM 060PYA0BaHUSA, U MOPSAOK BbIMO/HEHUA AeCTBMIA MU 3KCMAyaTaLMm, TEXHUYECKOM
06CNy>KMBaHMK, NPOBEPKE NN KannbBpoBKe.

YCTpoiAcTBO paboTaeT OT NIMHEAHOr0 HanpsbkeHWs. ECTb OMacHOCTb MOPaXEHWUS 3MEKTPUUYECKUM
TOoKOM!

YCTpoOIACTBO yAOBMETBOPAET YKa3aHHbN/ NpefesbHbll 3HAYeHWsM TOKOB yTeuku. TeM He MeHee,
ybeanTecb, YTO KOHTAKT C MauUeHTOM W YCTPOMCTBOM F(OUCXOAUT He OLHOBPEMEHHO, Korja
YCTPOMCTBO BK/HOUYEHO

6.1 Ob6buwana nHhopmayuma o paboTe

MapameTpbl NpoBefeHUs Npouefypbl AO/MKHbI 6bITh 3afaHbl C MOMOLLLIO CEHCOPHOrO 3KpaHa Ha gucnnee
nepeAHen naHenn (CMOTPU PUCYHOK n cpepwss nawens yer poicr say. HACTPOWKA He BbI3bIBaET
3aTPYLHEHWUI N He TpebyeT NOACHEHWA.

« [lporpamMmHoe 06ecrieyeHne yCcTpOCTBA aBTOMATWUYECKM OMpefensieT U BbIBOAMT Ha AuUcnnei
MOAKMIOUEHHBI K HEeMy annaukaTop C YyKasaHueM pasmMepa NATHa. Pasmep MATHa MOXHO
W3MEHWTb 3aMEHO HAaKOHeYHMKA MpWU MCMO/Mb30BaHWM annaukatopa XL, AN ocTaNbHbIX
annnuKaTopoB pas3Mep NATHA (YUKCUPOBAH.

e YT0Gbl BbIGPATL (hYHKLMIO, HAXMUTE Ha COOTBETCTBYIOLLME 061acTi Ha gucnnee. Haxumas Ha
KNaBWLIK +/- Ha NpaBOii CTOPOHE AMUCMNEs, Bbl MOXETe NepeMeLtaTbCs No NepeyHsiM, COCTOSLLMUM
13 HECKO/bKUX CTpaHuL, (HanpumMep, NepeyHi nokasaHuit).

* UT06bl BbIGPATL NapameTpbl, HaXMUTe Ha 061acTb  COOTBETCTBYIOLWLEro napameTpa

aKTUBMPOBAHHOW (YHKUMK. O61acTM € TeMHbIM (HOHOM ((PYHKLMOHaNbHbIE 061aCTM) MOXHO
BblbpaTb, TOrga Kak 06nactu co cBeT/biM poHOM (06nacTu nokasaHuid) UCNOMb3YHTCS TOMbKO
L4NS MHopmaumn.
Haxumas Ha KnaBuwuy +/- Ha nNpaBoii CTOPOHe Aucnnes, Bbl MOXeTe W3MeHWTb 3afaHHble
OnameTpbl. Ecnu Bbl ByfeTe yAepXMBaTb KNaBULLY HaXaTol HEKOTOpOe BpeMs, 3TO obecneumT
aBTOMATMYECKMI NPOCMOTP MNapamMeTpoB. 3arpys3ka HOBbIX MapamMeTpoB OCYLLECTBAAETCA Mpu
Haxkatumn OK.

e YcCrneLwHoe HaXkaTne Ha KnaBuLly MOATBEPXXAAeTCA KOPOTKUM CUTHa/IOM 3yMMepa.

e YCTpolicTBO aKTUBMpyeTcs  npu Haxatuu Ha  KnaBuWy STAND BYIREAD Y
(OKMOAHPTE/FOTOB). Ecnv yCTPOCTBO MEPEK/HOYEHO B PEXMUM r e 2 o v . Ha AuUcnnee 6yget
[,ONOMIHUTENEHO 0TOBPaXKEH XENTbli NpeAynpeAnNTeNbHbINA 3HaK.
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«AcknenuoH Jleizep TekHonomxkuc» (Asclepion Laser Technologies)

O630p OCHOBHbIX (hYHKLMOHA/bHbIX KMaBULL

dyHkynal/ MapameTp

BblKNOUYeHMNe ycTpoiicTBa

BbiCTpbIA 3anycK

Bbasa faHHbIX NaLNeHTOB

[TokaszaHusa
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MoacHeHNe
BblknoyeHue ycTpohcTBa
nepekntyaTelbHbIM 3/IEMEHTOM
(aHanoroBbI# BbnaHo4yaTenb c
KAK4YoMm).

Bxoa BMeHIO ObICTPOro 3anycka.
Mo3BoNAeT HENOCPELCTBEHHO
3anycTuTb nasep.

Bbl60op U XxpaHeHWe B NamMAaTH
ncTopuii npouyesyp ¢
COOTBETCTBYKWMMUN NapamMeTpamu.
OTo6paxeHne n Bbl6op BCEX
LOCTYNMHbIX NOKa3aHUM.
CofepXUT MHpopMayuto,
BKAYaa ¢oTO0- 1
BujeomaTtepuanbl.

O6uwmne ycTaHOBKW ycTpoiicTBa
MOXHO HacTPOUTb Ha fucnnee.
Y3HaliTe 0 npenmyl,ecTBax
Asclepion Web Club.

Bbl60p coXpaHeHHbBI X
cneynanbHbK QYHKUWNA nasepa.
3anoMuMHaHMe ycTaHOBOK
npouenypbl.

Bo3sBpaT K Ha4allbHOMY MEH 0

MpocMOTpP U M3MEHEHUE

YyCTaHOBOK.

Bo3BpaT K NpeAblyU eMy MEHIO
6e3 N3MEeHEHUS YyCTAHOBOK.
BblX04 U3 TeKYyLLUX
nokasaTenemn/ctaTUCTMKM
nayneHT/usbpaHHoro. CtupaHue.

MoATBepPXAeHUEe YCTAHOBOK.

AKTUBHbIW pPeXUM BbleneH
6enblM GOHOM. XX enTblii 3HaK
nasepHOW onacHoCTM NosiBNAsieTcs
B pexume [ OTOB



«AcknenuoH Jleinsep TekHonomxkunc» (Asclepion Laser Technologies)

6.2 HacTpoikn / ¥ cTaHOBKa

Bbl M0OXeTe U3MEHUTHb O6LLI'VI€‘ HaCTpOVIKI/I avcnnea , T.e. A3bNC U TPOMKOCTb. A 3TOoro
HaXMnTe KHONKY Setup B OCHOBHOM MEHI0 BbI30BUTE MEHKW «YcTaHoBKa». lpn 3aTtom

OTKPOETCS OKHO «Y CTaHOBKa» (CM. pPUC. HUXE).

W w T

mpovffie \WomiatCrt.

Release new tndcaton ,

topon - £>pQit ' |

PucyHOK 21: MeH0 «YCTaHoBKa»

Cnepylowmve GYHKLUW LOCTYNHBI NPU HAaXaTUM COOTBETCTBYHO U UX KNaBULL:

dyHKkyMAl O603Ha4vyeHMe Ha MosAcHeHUeE
MapameTp ancnnee
MHudbopmaynsa m DeviceJhformation - LaHHble 0 Bepcum
nporpaMMHOro obecneyeHus
A3bIK BOis'pl.ay ' Bbibop sA3bIKa
3BYK 1 Sound. . YCcTaHOBKa rpoOMKOCTU 3BYyKa

OunctnTb AN HOBbIX ® Release new indication HoBble NnokasaHWA LONXHbI 6bITh

nokasaHum paspeLlleHbl

PlmnopT/3KcnopT u ImpOirt-?Export"" " [Mo3BonAeT aKCNOPTUPOBATL U
mMnopTuposaTb 6a3y AaHHbIX
naymeHTOB, CMUCOK yKa3aHU un
6M6NMOTEKY Ha (hnew -
HaKoMuTeNb UMK C HeEro.

CoBeT
Vicnonb3oBaHune nHTepdeinica USB BO3MOXHO TOMbKO B PEXMUME s + a v o s v M TOMIbKO ANS1 3KCMOpTa U

MMMOpTa [aHHbIX C COOTBETCTBYHOLWEro new-Hakonutens USB uaM Ha Hee, Hanpumep, OT
«AcKnenunoH feiizep TekHonomxuc» (Asclepion Laser Technologies).

Pe3epBHOE KOMUPOBaHWE AaHHbIX O MaLMeHTe JO/MKHO BbIMOAHATLCS Yepe3 PerynspHble MHTEpBasbl
BPEMEHW, C MCMOMb30BAHNEM COOTBETCTBYHLLEro (new-Hakonutens USB, uToGbl He AONYCTUTH
MOTepto AaHHbIX B CyYae BO3MOXHOI0 AeeKTa ycTpoicTaal

3TN faHHbIE MOXHO CYUTLIBATb TOMLKO Ha AMCM/iee YCTPOCTBa.
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«AcKnenuoH Jlenzep TekHonomkuc» (Asclepion Laser Technologies)

6.3 ba3sa gaHHbIX NayMeHToB

Bbl MOXeTe COXPaHWTb MH(POPMAaLUIO O NMPOBefleHHbIX Npoueaypax U A406aBUTb HOBbIX
naumeHToB B Basy gaHHbIX. [Ana aToro BoiagnTe B Basy faHHbIX, HaxaB KnaBuwy «Basa

LAHHbIX» B TTABHOM MEHI0.
MoAaBMTCS 3KpaH «basa flaHHbIX» (CM. pUC. HUXE).

PucyHoK 22: MeHio «basa gaHHbIX» nalMeHTOoB

dyHKUMA/ MapameTp  O603HaYEHME Ha MNoacHeHWe
avcnnee
HoBbIA naumneHT Jo6aBneHne HOBOrO MayneHTa B
Bawy 6a3y gaHHbIX. Mpun Haxatun
3TOW KnaBuwWwun Ha ancnnee NnoABUTCA

KnaBuaTtypa A4Ns BBOAA AaHHbIX.

MHbopmaumnsa B 3/eCb Bbl MOXETe Bbl3BaTb TeKeT
KOMMEHTapueB UM MHPoOPMaLUIO O

nauueHTe (annepruyeckue peakuuu,
peakKuus Ha Nnpoueaypbl U T.4.).

N«w patient

HOOH#HHHH HHEHHAEHHM
H O OH OH#HNNHH # H#H # H#H OH# # '

5IK éBK CHK AK 5K 6|K @K K mﬂK {lK HK

PucyHOK 23: OKpaHHasA KnasmaTypa Ana BBoa AaHHbIX
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«AcknenunoH fNeinsep TekHonomkme» (Asclepion Laser Technologies)

[na HanucaHVs WHULMAOB 3ar/iaBHbiMM  GyKBaMK, HOKMUTE OAMH pa3 Ha K/aBULLY snire, HO He
YOEPK/BaiTe ee Haxatol. [locrie HanucaHWs OfHOM OykBbl, KiaBMaTypa aBTOMaTUMYecKy CHOBa
BO3BPALLIAETCS K MPOMMCHBIM ByKBaM.

Bbl MOXXETe NEPEKOUNTB KNaBraTypy Ha 3ar/iaBHble OyKBbI, HKAB Ha KMABULLY c «p .
AKTVBMPYS KNABULLY s v itt WM ¢ 2 . Bbl MOXETE J06aBUTH CreLyiasibHble CUMBOSTbI.

Vicnonsayiite KnaBuLLy au, YToBbl A06aBUTb CreLmabHble CUMBO/IbI MHOCTPaHHbIX SI3bIKOB. 3[ECh Bbl TAKOKE
MOXETE HaXaTb Ha KNABULLM snitc WIN cap. YTOObI MEPETM K HamMCaHWIO 3arfaBHbIX OykB. UTOGbI
BEPHYTLCS K MEPBOHAYa/IbHOV PacKIaiKe KNaBMaTypbl, CHOBA HAKMUTE Ha KNaBHLLY al.

BaxkHas nHgpopmaums A

Yb6eautecb B TOM, YTO aTa POXKAEHWS MauMeHTa BBEAEHA MOMHOCTBIO, YEThbIpbMS Lydpamu, 1
VIMEET CMbIC/1. B MpOTVBHOM Crydae, BBOAVMAs BaM MHKOPMALWS He ByIeT COXpaHeHa.

6.4 Bunbnuoteka

3TOT pa3fen CoAepXUT MHGPOPMALLMIO O Pa3/IMYHbIX NOKa3aHUAX, BKAOYass NPUMEHEHMNE,
MeTOoAbl NPOBefeHNS NpoLeayp, No60YHbIe 3hPeKTbl, a TakKXe poTorpagum o n nocne u

Buaeomartepuanbl. 4N BXoja B MeH «Bu6nmoteka» HaXMuUTe Knasuwy «bnbnmnorteka»
B rNaBHOM MEHIO.

PucyHok 24: Bubnmoteka
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«AcKnenunoH Neisep TekHonoaxuc» (Asclepion Laser Technologies)

LocTynHas nHdopmauuns:

dyHKUnA/ MNapameTp O603HaYeHne Ha
avcnnee
MokasaHue Epilation BASIC

doTorpacdum

Bupgeo

MokasaHus Indications.--
MpoTnBonokasaHus Contraindications'- 4
MoaroTtoBKa Preparation '
MpoBepeHMe npouesypbl Therapy Procedure
MocTnpouyefaypHbIi yxopa Aftercare
3ameyaHuns Ll Notes-"

Mpumepbl JOCTYNHONW MHDOpPMALUN:

NosicHeHune

BbiGepuTe nokasaHue, no
KOTOPOMY Bbl XXenaeTe
NocMoOTpeTb UHGpOPMaL UL
(Hanpumep, anunAUKA)
doTorpaum go n nocne (ecnn
ecThb)

BupgeomaTepuanbl NpoBefeHUS
npoueayp (ecnm ecTb)
O6nacTb NPUMEHEHNS fAaHHOW

npoueaypbl

MpoTuBOMOKa3aHUA
3amedaHus No NOATOTOBKE
nayuveHTa

3amMeyaHus No NPoOBeAeHMNIO
npoueaypbsbl
3amMeyaHus No NPoBefeHMNIOo

nocTnpoueaypHOro yxoga

3ameyaHusa o6U ero xapakTepa

PucyHok 25: TepaneBTu4yeckasi MH(opmaums
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«AcKnenuoH feinsep TekHonomxkunc» (Asclepion Laser Technologies)

5 ir M

PucyHOK 26: BrubnnoTeka oTorpadguii

MEDeSer e NNy

Ltbrdiy/Videos |

cpiiauonouncT

w w T ewA

eSSISaii*

-gyCVjab;t., .ri

PucyHOK 27: BnbnnoTeka BngeomaTepuanos

Ons Toro 4yTo6bl YyBENUUYNTbL hoTOrpamMm Mnm 3anycTuTb BULEO, MTPUKOCHUTECH K
boTorpapum nnu Buaeo.
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«AckKnenuoH fensep TekHonomkumc» (Asclepion Laser Technologies)

6.5. AcknenuoH ekt

AcKnenunoH 3¢ deKT - 3TO hunocopma Nnogaep>X KN nonb3oBaTeneid n nayneHTOB.

AcknennoH ¢ eKT npefocTaBnsaeT BaM MHPOPMALMNIO 0 KOMNaHUN «ACKNENUOH
Nelizep TekHonogxuc» (Asclepion Laser Technologies), cTpaTermm ee 6uM3Heca u
MHCTPYMEHTOB MapKeTUHTra.

Bbl yXe CTasln UNEeHOM Hall ero sKCKA3UuBHOro Web Club? Ecnu HeT, To 3TO
BO3MOXHOCTb 03HAKOMUTBLCA C HAWMUMMU MPEANOXKEHUAMMN.

Jiti As$«!tpien for doetare

NMibe  Ritar ,

oo
Tht W»b Ctutt ~or Doctors

Asdepiiti |

*4:4¢

AADIATTINO(» abouttbo

il

PucyHok 28: AcknenvoH SdydpekT
6.6  Hauyano npoueaypsbl

BatLle yCTpOIACTBO NpefHa3HaueHO /151 Pas/IUHbIX MPUMEHEHUIA,

UTo6bl MOXHO OblIO HauaTb MpOLedypy, Bam HeobXOAMMO nepeiiTn K akpaHy Treatment (Mpouenypa)
(cMOTpKM HKe NMPUMEP A4S HaYana C NepeyHs MoKasaHuiA).

Diode Ej>ihtTonPROFES5iIiON.>L .
HP

\veelLfin

jMode , ' Professional Cs

PucyHok 29: MeHto Treatment (Mpoueaypa)
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«AcknenuoH Jlensep TekHonomxkuc» (Asclepion Laser Technologies)

MepeliTn K 3kpaHy lMpoueaypa Yepe3 nepeyeHb MOKasaHUIn MOXHO TOMbKO B Cydae, €C/v MOACOeaVHEH
COOTBETCTBYHOLUMIA  anrmkatop. Ecim annivkatop  He  MOACOEAMHEH, WM MOACOEAMHEH
HECOOTBETCTBYHOLLWV anrn/IMKaTop, Ha Aucriee NosSBUATCA COOBLLIEHME 06 3TOM.

Y BaC eCTb HECKO/bKO ONUYA N1t NEPEXopa OT F/1aBHOr0 MeHto K aKpaHy Mpouesypa:

Hauaso paboTbl Yepes Buicrpeiii 3aMycK |

(BblbpaHHble Mosb30BaTesIeM MapameTpbl MOTYT ObiTb HEMOCPEACTBEHHO 33faHbl Ha aucr/iee B
COOTBETCTBUM C BbIOPaHHLIM PEXMOM - OCHOBHOWA, IMpodeccroHanbHbIA, OAHOPOAHbIA UMMY/bC.
dopcrpoBaHHbIiA 1 CocyauCTbIi).

Havano paboTbi Yepe3 MepeyeHb NokasaHwii |
(B cooTBETCTBUM C BbIOPaHHbLIM MOKa3aHMeM, COOTBETCTBYHOLLME MapaMeTpbl yyke 0TO6paXeHbI A4/1a
Npo6Holi Npoueaypbl. B 3aB1CMMOCTI OT peakuyn Ha NPOBHYHO NPOLEAYPY, UX HYXKHO YMEHbLUUTL
N YBENMMUUTL., CMOTPU T1ABY 1 pww enenne )

»  Hauano paboThl Yepe3 basy AaHHbIX MauyeHToB Bb
(3ra onums pekoMeHAyeTCA AN MPOLO/MKEHUSA NEYEHUS).

6.6.1 Hauyano pa6boTbl Yepe3 BbiCTpblii 3aNycK
UT0ObI MEPerTn K 3KPaHY 6w crporo sanycka, HOKMPITE HA KNABULY o vicksiart (BbICTPbIA 3amyck) B
NaBHOM MEHHO.

[151 OTKPBITYA 3TOTO OKHA CUCTEME NMOTPEGYETCH HECKO/bKO CEKYH,

Uepe3s MeHH0 BbICTPOrO 3aryCKa (r wcy o« IKPaH BbICTPOrO 3aMyCKa, NMPUMEP s a 3050 1o PEXMMA) Bbl MOXETE
3anyCTuUTb CBOE /1a3epHOE YCTPOICTBO.

PucyHok 30: MeHo 6bICTPOro 3anycka

O6paTV|TerKrﬂaBeH acT poilka M coOXxpaHeHWe napameT posB iur”ﬂ HaCTpOVlKVl I'IapaMeTDOB

Ha gucniee B MeHIO BbICTpOro 3amycka Bbl MOXETE Taloke BblopaTb pas/inuHble peXxuMbl - OCHOBHOM,
MpodpeccroHanbPibid, OAHOPOAHBLIA MMMy bC. PopcpoBaHHbIA U COCYAUCTLIA - €C/IN OHU paspeLLeHbl
AnA NOACOEAMHEHHOro anm/vkatopa. (CMOTPU Pas3feN npwweweswe, [A€ MPUBEAEHbI UHCTPYKLMM MO

MPUMEHEHMIO. )
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«AcknenuoH Jleinsep TekHonomkuc» (Asclepion Laser Technologies)

PeXKMM 0IHOPOAHOI0 MMMy bCA:
MOXHO HaCTPOWUTb NIOTHOCTb U CKOPOCTb
I'Ipmmeanl/le: BCerga O,CI|VIH0‘-IHbII‘/JI MMNynbC, BCErAa CaMoe KOPOTKOE o BO3MOXKHOIO BPEMEHW A/1A
3a/laHHOV M/IOTHOCTY
H13Kas NNIOTHOCTb, BbICOKasA YaCTOTa
B MPOTMBOMOMIOXHOCTb APYrM  peXumam, BCerfa HeoOXOAVMMO — HECKO/bKO
I'IpOXO,EI,OB (CMOTpMI‘I puUMeHeHUE/d nunayma)

®OopCUPOBaHHBIV PEXUM:

MOXHO HacTpouTbL MJIOTHOCTb, CKOPOCTb, BPeMs, KonuyecTBo umnynbcoB (Pulse) v naysy

MEXIy MMybCaMu

MpumedaHve: - 3apaHHas OBLLAA MIOTHOCTbL PACTPEAENSEeTCA Ha KOMMYECTBO UMMY/IbCOB
(OTAenbHble YacTy NPUK/aAbIBAKOTCS K OLHOW 1 TOM XKe TOUKE)
- Bpems 0THOCUTCA K NPOLO/MKUTENILHOCTU OHOI0 YaCTUYHOMO UMIY/bCa (He
CyMMa)
- May3a- 310 Bpemsi MeXay OTAe/bHbIMW YaCTUYHLIMA UMMy bcaMy (He CyMMa)

Coser

O6parunTe BH/MaHVE, YTO
[N KOHKPETHOrO annamkatopa MoryT ObiTb aKTUBMPOBaHbI TOMbKO MOAXOAALLME PEXVMBI.
370 03HAYAET, UTO He BCE PEXXVMbI MOXXHO HACTPOUTH /151 K&XKA0r0 anr/iMKaTopa.
BOMbLIMHCTBO NapaMeTPOB TEXHUYECKU 3aBUCAT ApYyr OT Apyra. 3TO 03HaYaeT, uTo,
Hanpuvep, camasl BbICOKas MMOTHOCTb HE BO3MOXHA OfHOBPEMEHHO C CamOi KOPOTKOM
NPOLO/DKUTENLHOCTBLHO UMY IbCA.

Paswvep nATHa MOXKHO M3MEHUTL MyTEM 3aMeHbl anmjIMKATopPoB UK, B CMy4ae MUCMO/b30BaHNA annavkaropa
XL, nyTeM 3ameHbl HakOHeyHuKa. Pa3vep nsiTHa aBTOMATWYeCKM pacrio3HaeTcsl YCTPOCTBOM U
OTOBPaXKAETCS Ha AyCrIee.

B [0MonHeHve K BbibpaHHbIM MapameTpam, 0TOOPaXKaeTcs CTaryC YCTPOMCTBA (stano sy WM reao v W,
€C/I1 MPUMEHMMO, COOBLLIEHNS O HEVCTIPABHOCTAX OTKPbITHIM TEKCTOM.

Kpome Toro, A0NOMHATENBHO YKa3bIBAKOTCS SHEPTVS MMYNbCa, HOMEP UCMYCKAeMOro B HACTOSLLWIA MOMEHT
VIMI'IyJ'IbCﬁ Vl 06L|J|ee KOI'IVI‘—IECTBO MMHyﬂbCOB (CMOTle PaS,CI,eI'I CneunanbHb € O YHKUMUN/WNW HCT PYMeHT bl ).

3nyueHme SHEpriAv 1a3epoM OCYLLIECTBSIETCS MPK HAXKATUM HA HOXKHYHO Mefasb.

6.8.1 MapameTphbl

®yHKuus/ MapameTp  O603HaYeHMe Ha gucnsiee MosicHeHWe
MnoTHOCTL 3HEpru F | uence YCTaHaB/IMBAET M/I0THOCTb SHEPrN (GHOEHC)
(I'IOI'IHbIﬁ (*)J'II-OGHC B b opcupoBaHHOM pe)KVlMe)

CKopocTb npoLieayps! Spee d YCTaHaB/IMBAET CKOPOCThL Npoueaypb! (HacToTy
p MOBTOPEHUS UMIY/ILCOB)

Paswvep naTHa t MoKasbIBaeT pa3Mep MATHa, YCTAHOB/IEHHbIN Ha
pO annmkarope

JnmTensHOCTL MMMy sca TI me YCTaHaB/MBaET LINTENbHOCTL UMMY/bCa

Npodeccuonanssu i PEXKAM: LA JBOAHOINO
MMMyNbCa - CyMMA [BYX YacTei MMMy nbca
o opcuposannsui: J/IMTENBHOCTb MMMy bCA MPU
4aCTUYHOM UMIY/IbCe

Pexxum paboTbl Pexxum paboTb!

Vimnynsc Npodeccnonanswu i PEXKUM: [NepexnoyeHre
OZWIHOYHOTO MMIY/bCa Ha ABOVIHONA.
o opcnposanna i HECKOMBKO MMMY/IbCOB
Vmnysnsc-naysa TONBKOB o opcuposannom PEKAME:
Pause — PerynpoBKa naysbl MeXay YacTUYHbIMM
VMINYbCAMA.
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«AcKnenuoH fleinsep TekHonomxme» (Asclepion Laser Technologies)
6.8.2 CneuynanbHble PYHKUUN/VNHCTPYMEHTHI

Haxatmem Knasuwm MHCTPYMEHTblI MOXHO I'IGpEI7ITI/I BMEHI «VMHCTPYMEHTbI»

PucyHok 36: 9kpaH «/MIHCTPYMEHTbI»

PyHKUnA/ O603Ha4eHne Ha MosicHeHWe
MapameTp ancnnee
CYeTUYMK MMNYNbCOB Actuaj M oXeT 6bITb ycTaHOBNEH Ha O

HaXaTunem Knasumuwun (,qo 3BYKOBOTO
cmrHana) N aBTOMaTU4YeCKMN
ycTaHaBnmBaeTca Ha Onocne
BbMNCNHYEHNA Nnas3epa

CYeTYUK NMNYNbCOB [Toka3blBaeT cymmapHoe
KOonn4yectTBo mMnynbcoB

Hacoc oxnaxpaeHus CM. MH(pOpPMALMNIO HUXE
BOfbl

TemnepaTypa . K XonopHas/cpeaHaa/Tennasn
OXNaXAeHUs KOXMK Skln COOIer (pekoMeHpayeTCcsA: XxonoaHas)

MHAVKauus aHeprum DISplay energy MokKa3blBaeT BEIMUYNHY UMNYNbCHO

IHeprnm Ha gucnnee

BAXXHAA NHPOPMALIVA
Mepeq CMEHOM annnvMkKatopa WM HakOHeyHWKa annamkatopa XL, Hacoc BOAbl OX/TaXKAeHWs

[O/MKeH ObITb BCErAa BbIKMKOYEH MyTeM BbIK/HOUEHUS flasepa (PEKOMEH0BAHO) WM HadKaTVieM
@ KHOMKM ¢ um p ofi(sbi knto uenue Hacoca) BMEHKO «/HCTPYMEHTbI). TakimM 06pa3oM MOXHO

NpeaoTBpaTUTL  yTeuKy XslafareHTa. Korga annivMkatop CMeHeH, Hacoc — BK/IHOYaeTcs
ABTOMATUHECKU.

BAXKHAA NHOOPMAL A

Mepes OKOHYaHMEM pecypca MOAK/OYEHHOrO anmnMkKaTopa (3aBUCUT OT anmMKatopa) 3Ta
@ VH(hOPMALWS MOSIBUTCS Ha MICTI/IEe HECKO/bKO Pas.

43

159099047-V1-24Map1a2016-UM-MSPRO-RUS (en)
& 000 LMPMH (&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU



«AcknennoH feiizep TekHonogkuc» (Asclepion Laser Technologies)

6.8.3 AKTMBaALMA pexXuma roTOBHOCTU flazepa U 3MUCCUSA Na3epHOro nyva
CMOTpMTaK)Ke F}'IaByn pumMeHeHunel]

Mocne aKTMBaLM KnaBULLN EbICTpOFO 3anycka WM nokasaHnA 13 nepeyHAa I'IOKa3aH|/||\/J|, Nnasep HaxoauTcs B
PEXMME stanDBY (OXMAAHME). Ha KnaBULLE reab visTanD B Y PEXM 0XMAaHMA NOACBEYNBAETCA
6erbim.

CHoBa y6eauTech B TOM, YTO:
. annmkaTop MOACOEAMHEH KOPPEKTHO, & HaKOHEYHWK —anmiyKaropa YuCT U
NPOLE3VH(LMPOBAH.

. MPEANPUHSTHI BCE Mepbl MPEAOCTOPOXHOCTM M0 0GECTIEUEHVIIO 3aLLTHI OT Jlasepa.

. KOHTaKT 6/10KMPOBOYHOIO YCTPOICTBA ABEPLIbI (DYHKLIMOHMPYET COOTBETCTBYHOLLMM
00pasoM, ec/im OHO BamK YCTaHOB/IEHO: OTKPOWATE ABepLy; AO/DKHO BbITb HEBO3MOXHO
MepeBecTy flasep B PEXUMe e o v (MOAB/IAETCA COOOLLIEHME 006 OLLMOKe, KOTOpOe
[O/MKHO 6bITb MOATBEPXKIEHO).

HacTpamBaiite He0GX0AMMble MapaMeTPbl B COOTBETCTBUM C MOSICHEHWSIMIA, MPMBEAEHHBIMW B NMPeAbIAYLLMX
r/aBax.

MpsiMOe 1 paccestHHOE NlasepHOe U3/TyUeHe MOXET NMPUBECTM K CEPbE3HbIM TPaBMaMm F/1a3
Bo Bpems nayLLeii nasepHoOn onepaLm Bee Mug, NPUCYTCTBYHOLLME B MOMELLIEHWM, TAe paboTaeT
nasep, AO/MKHbI HOCUTb OYKW A1 3aLUMTbI 13 WA KO3bIPbKW ANS 3alMThbl [/1a3 NaLyeHToB,
COOTBETCTBYHOLLME 3TOMY /la3epy, KaK YKA3aHO B T/1ABE Texwuucckue aanwnc. LPYrMe TUMb
CPEACTB [/17 3alUMTHI [/1a3 OT /1a3ePHOr0 M3/TyyeHIst MOTYT He 0GeCTieunTb HeOGXOAMMYHO CTeneHb

saumbl! i n

)I( Mepes Tem, Kak HaXKaTb Ha KriaBuLLly /?£/41)7, nevalLyii Nonb3oBaTe/lb JO/KEH NPOBEPUT 3TO.
B pexyri reanv Bbl MOXKETE TalKe aKTMBMPOBATb /1a3€PHbIA UMMY/bC, HernpesHaMepeHHo
HaXKaB Ha HOXHYIO Mefia/ib! B CBsA3W C 3TVM, /1a3epHOe YCTPOMCTBO HEOOXOAMMO MepekntoyaTb B
PEXUM s T 4 n o & v BO BPEMS Nay3 MeXy le4ebHbIMM NpoLieaypamm 1 B KOHLIE Sie4ebHOro ceaHca.
NazepHblil Iyd MOXHO BbIMYCTUTL TOMBKO B TOM C/ly4ae, ec/in anryiLLcatop TOYHO Harpas/ieH Ha
obpabartbLLaeMyt0 06/1aCTb KOXMU.
B cryyae onacHbIX HevcrpaBHOCTENW, HEO6XOAVIMO Cpasy ke aKTUBMPOBaTb KHOIMKY aBapuiiHOro
ocraHosa JIA3EPA.

Haxxnmasn Ha KNaBULLYY r e ab visTan b 8 v, Bbl MEPEXOAUTE K PEXXUMY r e A 0 v, MPU 3TOM, B HVOKHEM MNPaBOM
yrny oucnnes noasnsaeTca YKENMTbINA MHONKATOP C NpeaynpeXxaeHneEM o slasepe. CHayvarna cmcTemMa BbIMoSHSAET
UCMbITaHWe 6e30MacHOCTU annaparHoro 060py,U,OBaHI/IH, YTO 3aHMMAET OKOJo 2 CEKYHA (CMOTpVI PUCYHOK
3aﬂyCK annapaTrHoro 060py,ﬂ|OBaHVIF|).

Isf.
PI/ICyHOK37: PoxiMereao vy (rotos) iasepa
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«AcKnenuoH flensep TekHonomxkuc» (Asclepion Laser Technologies)

Kpome TOro, cucreMa MpoBepsieT, ABNAETCA /M TemrepaTypa OX/IKOAMOLLE/ Hacafikv anrMkKaropa
[OCTaTO4HO HU3KOM. EC/n TemnepaTypa OXIaXAeHVs Mocne 3anycka annapaTHoro 06opyfoBaHus elle He
[OCTUTHYTa, MOSBMSETCS 3KpaH OXNaXAeHVs anmnvkaTopa. Ero MHAyKaTop BbIMOSHEHUs OTpaxaeT MpoLecc
OX/TKAEHMA OX/TKAAFOLLEI HacaKku. ECiv oxnax/atoLLan HacaaKa X0MoAHas, 3TOT 3KpaH MCHe3aeT.

(To e camoe NPUMEHSIETCA [y aKTMBaLWM YCTPOICTBa nocse 15 MpLLYT ero 6e3aeiicTBIS.)

PucyHok 38: OxriaaeHve anryvkaropa

Ecv HaxaTb Ha HOXHYHO Mefaib, MPOVMCXOAUT BbICBOGOX/EHME /1a3ePHOT0 M3MyUYeHUs! 113 JIa3epHOro
HaKOHEUHVIKa anmn/ivkaropa. EC/m oTnyCTUTb HOXHYHO Nefasib, SMUCCUS NIA3EPHOIO M3/yUeHs MIHOBEHHO

MPeKPaLLAETCS.

Ha aMmCccrio NasepHOro M3/yudeHNst YKasbIBAeT aKyCTUUECKMIA CUrHa B BUAE MPeaynpexatoLLEero 3ymmepa
V1 OMTUYECKUIA CUTHAM - B BUZE 3€/IEHOT0 MUFarOLLIETO VHAMKATOPA SA3ePHON SMUCCUMN Ha VICTINIEE.

Koraa Bbl MeHsieTe /H060i1 MapamMeTp B PEXKUME r e a o v, YCTPOMCTBO aBTOMATMYECKM MEPEK/THOYAETCS Ha
PEXUM st anop ey, T.€ Bbl AO/MKHbI ELLUE Pa3 HAXKATb Ha KMABULLY stanD BYIREAD Y, YTOObI BEPHYTLCA K
PEXNMY rREAD V.

Bo Bpemsi nevebHOIn MpoLeaypbl HEGOMbLLOE MOBbILLIEHME TEMMEPATYPbl OXAXAAOLLEN HACAAKWN SBMSETCS
HOpPMa/TbHbIM, OCOBEHHO /19 GOMbLUMX YYaCTKOB. ECAM  [OCTUHYT BEpPXHWA npeaen TemnepaTypsbl
OX/TKAEHSA, AMUCCUS N1A3EPHOTO M3TyYHeHnst OyAeT NpepBaHa, ¥ NMOCTENeHHO MOSBUTCA 3KPaH OX/aXAEHNS
annukaropa. Mpoueaypy MOXHO Oy[eT MpOAO/DKUTb, KaK TOMbKO OXNaXIAtoLLIas HacafKa CHOBa CTaHeT
JI0CTaTO4HO XO/I0AHOA.

YctpoiictBo MeDioStar ocHalLeHo Ya06HbIM 15 Mo/b3oBaTes asapuitHbiM BbIKTFOYATE/IEM nasepa,
KOTOPbIA HaxoguTCs Ha MepedHeli naHenu YCTpoicTBa. B aBapuilHOM cuTyauuu, fasep HemenseHHO
[eaKTVBMPYETCS MPU HAXATUM Ha 3TY KHOMKY, 1, Takum 06pasoM, YCTpaHsieTcs tobas nasepHast oracHoCTb
[/19 N0/1b30BaTeNs Y MaLyieHTa.

Mocne paspelleHnss Npo6/ieMbl, CBS3aHHOM C aBapUIAHON CUTyaLmeid, BOCCTaHOBUTE (DYHKLIMOHA/IbHOCTb
YCTPOWCTBA, Crerka NnoBepHyB BPY4HYHO aBapuiAHbIV MepPeKoYaTeNb fa3epa B Hanpas/ieHUM NPOTMB YaCOBOM
CTPENKM 10 €r0 HOPMa/IHOTO MOMOXEHNS.

) Ecnivi Bo Bpems reHepupoBaHuA 1a3epHoro usyyeHns B obriactv Fluence (MnoTHOCTL) nosiBnseTcs
<A WM «V», 3HaUYUT, YCTPOWCTBO OBHAPY>KWIO OTK/IOHEHWE OT,BbIXOAHbIX 3HAYEHUn Ha

BE/IYMHY, GOMBLLYIO MW MeHbLLYHO, Yem 20%.
Boree BbICOKVE 3HAYeHUSt MOTYT BbI3BaTb HeXenaTe/bHble M060UHbIe 3qeKTbI, TOra Kak 6ornee

HU3KME 3HAYEHUS MOTYT CHU3UTb 3()PEKTUBHOCTb JSIeHeOHOM MPOLEaypPbI.
ECnn 310 OTK/IOHEHWE COXPAHSETCS, COOOLLMTE 06 3TOM B TEXHUYECKYHO CITyXOY.

Ecnn Bbl 3aKOHUMNA npoueaypy, NEPEKNHOYMTE Na3ep Ha PEXUM st an o s v, HAXKAB ELLE Pa3 Ha KiaBULLY
READYISTANDBY. ECIA Bbl HaMepeBacTECL Ha HEKOTOPOE BPeEMA MNpepBaTb MPOLEAYPY, Takke
MNEPEKNOYNTE Jla3ep Ha PEXKUM stanb B v. B atom peXxmme, HEBO3MOXXKHO HeEnpeaHaMEPEHHO BK/HOYUTL

NasepHyH AMUCCUIHO.
Mocne [/MTENbHOTO HAXOX/AEHUS B COCTOSIHUN GE3E/CTBIS B PEXXVME & £ A o v . YCTPOCTBO aBTOMATUHUECKM

MNEPEKOYAETCA Ha PEXUM s TanD B v.
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«AcknenuoH feinsep TekHonomkme» (Asclepion Laser Technologies)

6.10 BblKNOYeHNEe ycTpolicTBa

BblVlﬂ'VlTe M3 peXmMMa reanovy W TMEPEKNOYUTECH Ha PEXUM stanpey, H@KaB Ha KnaBuLly
STANDBYIREADY.

YT06b! BbIKIOYUTD Na3epHoe yCTpOI7ICTBO, MOBEPHUTE BLIK/MKOYATENb C KIKOYOM B Harpas/iEHMM NPOTUB
4acoBoiA CTPENKM Oo yrnopa. TorbKO MOC/E 3TOro0 Bbl MOXETE BbIK/MHOUMTL BbIK/HOYATESb NMUTaHUS Ha 3a,qu|7|
I'IaHefII/I yCTpOVlCTBa (O6paTV|Ter K pMCyHKy MoacoeanHeHNA Ha 3apgHen naHenm ycT poilcT Ba). I-IpM
nepeBoge BbIK/OYaTeNs NUTaHUA B nonoxeHve «0» (BbIKJ/1) ycTpo/icTBO MOMOCTbHO OTCOEAMHEHO OT
MCTOYHMKA HarnpshHhkeHWA.

MpsiMOe 1 PacCesiHHOe Na3epHOE U3/TyUeHNE MOXET MPUBECTU K CEPbE3HBLIM TpaBMaM /1a3.
HyiKorga He oCTaBnsiiTe YCTPOMCTBO 63 Haf30pa, KOraa OHO BK/KOUEHO. [MOMHOCTLIO OTKOYaiiTe
YCTPOWCTBO C MOMOLLbHO BbIK/HOHATENS MUTAHVA.

Mocrie TOro, Kak BbIK/KUMTE YCTPOICTBO, YOEANTECh, YTO Bbl BbIHY/IN KKOY U3 BbIKOYATENs C

K/KOHOM. XpaHuTe KMKo4 B 6e30MacHoOM MecTe, YTOObl He [0MyCTUTb HECaHKLMOHVPOBaHHOMO
1ICTI0/b30BaHMs YCTPOIICTBA.
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«AcknenunoH Neiizep TekHonogkuc» (Asclepion Laser Technologies)

lNpumeHeHne

7.1 Obuwas nHpopmaymns

HacTosLiee pyKOBOACTBO COAEPXKUT NOAPOOHYIO NHAOPMaLMIO 0 paboTe U NPUMEHEHUM /Ta3ePHOI0
ycTpoicTBa.  Pa3ymeeTcsi, [aHHble WHCTPYKUMM HE  MOTYT  CNYXUTb  albTepHaTVBOM
MpoteCcCNOHa/IbHbIE  3HAHUA MELULMHCKOTO MPUMEHEHWUs N1a3epoB, TLLATENbHOTO U3yYeHus
COOTBETCTBYIOLLEN NUTepaTypbl, IMYHOIO OMbITa, NMOMYYEHHOrO MNOA KOHTPO/SIEM, U KPUTUYECKON
OLLEHKV TeKyLLeln cuTyaumu.

C Apyroii CTOpPOHbI, JaHHOE PYKOBOLCTBO MOXET MOMOYb TEM, KTO HauyMHaeT paboTy, U TeM, KTO
perynspHo He paboTaeT C 3TUM /la3epoM.

Mo 3TOI MpWYKMHe Nepes HayasIoM NeYeHNs NauyveHTOB Mbl PEKOMEHLYEM U3yUeHue NUTepaTypbl 1
KOHCYNbTaUMM C MPakTUKYOLWMMY  Bpadyamu, paboTalolmmM ¢ 3TUM  BUAOM  /1a3epHOI0
060pyf0BaHNA, YTOObI O3HAKOMUTLCS C METOAAMM NEYEHMUS, UCMOMb3YHOLLUMU Na3ep.

Mbl C yAO0BO/LCTBMEM MOMOXEM BaM B YCTAHOB/EHWU KOHTaKTOB C ApYrMMMW MO/b30BaTeNAMU.
MpeacTaBuTeNb, OTBETCTBEHHbIA 3a MPOAAXKM, O6GCMY>KMBAIOLWMIA Ball PervoH, o6ecrneynT Bac
noApo6HON NH(opMaLLMEN.

TpeboBaHusA, NpefbsaBAsieMble K N0/b30BaTENO
Cne.qyﬁTerp'enyH aszHauyeHue/Tpeb6oBaHMA K NnepcoHany

Mepes HavaioM aKcnyataumm Monb3oBatesb AOMKeH MPOATU 00y4eHre Mo 6e30MnacHOMY ¥ 3GEKTUBHOMY
WCMOMb30BaHMKO  annapara, COfepKaleMycsi B 3TOM  PYKOBOACTBE.  VIHCTPYKTaX, MPOBELEHHbIiA
aBTOPM30BaHHbIM «ACK/enuoH Jleinsep TekHonmomkic Tm6X» (Asclepion Laser Technologies GmbH)
MEepCOHa/IOM Ha OCHOBE 3TOr0 PYKOBOZCTBA, OTPEXKAETCA B PErVICTPALIMOHHOM >KypHale MeAMLIMHCKOro
ycTpoiicTea. Monb3oBartesb 4O/MKeH ObITb 03HAKOM/IEH CO CrieflyOLLMMI Pa3aenamMu;

* HasHaueHue annapara 1 0CHOBbI PaboTbl Ha HEM, BK/KO4as
NpPaKTUYeCKVie HaBbIKW.
* [MpyHUYINbI paboTbl W AeCTBIME annapara Mpuy pas/indHbIX YPOBHSAX SHEPTUN.
* PerynupoBka Bcex paboumx 31eMeHTOB.
* [Moka3aHWs Mo BceM LOCTYMHbIM MPOLEaypam.
* [MpoTrBOMOKa3aHMs 1 NOGOUHbIE SPEKTHI.
* 3HaueHus BCEX NpeaynpeXxaatoLLMX COOBLLEHNIA BO BCEX PEXKMMAX paboTb.
* 3HaKOMCTBO C MPOoBeseHNEM (yHKLVIOHa/IbHOM NMPOBEPKM.

OcCTa/lbHble  TPeGOBaHWS pa3/MuHbl 11 pasHbIX CTpaH. COOTBETCTBME WHCTPYKTaXa [elCTBYHOLLMM
MO/IOXKEHMSM MECTHBIX 3aKOHOB OCTAeTCS Ha OTBETCTBEHHOCTU [Mo/b3oBaTens.

INazepHoe M3/yyeHVie OT YCTPOVCTBA MOXET BbI3BATH TEMN/I0Bble U3MEHEHNS B CTPYKTYpaX TKaHe.
Yb6eautech B TOM, YTO BaMy NMOHATbI MPUHLMMBI B3aUMOLENCTBIA /1a3epa C TKaHbHO, COOTHOLLIEHME
MeXay rnapaMeTpamu OTAE/bHOrO MPUMEHEHNS, TEXHWUYECKME MPUEMbI I'IpVIMeHeHVIFI a TaKke
OCHOBbITEXIMKI 6e30MacHOCTU Mpy paboTe ¢ 113ePOM.

Mpn HaMUMN  JKE; CaMbIX MaslbIX COMHEHMIA, MPOKOHCYNbAMPMTECH C O,CI,HVIM nwn 6onee
Korneramuy, 06/13Jat0LLMKN MPaKTUYECKMM OrMbITOM, W/MNK creuyaimctTamm AUCcTpubbioTopa Win
«ACKennoH Jleiisep TekHonompkmce MveX» (Asclepion Laser Teleologies GmbH), npexgae yem
MPMCTYNWTb K Sa3epHOI MpoLieaype.
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«AcknenuoH fensep TekHonomkuc» (Asclepion Laser Technologies)

7.2 Ob6uwaa MHOoOpMaLMA NO NNEYEHMUIO

BosfieiicTBie N1a3EPHOTO M3/yUeHUst Ha KOXKY MOMET MPUBECTU K TEroBbIM MOBPEXIEHWSM
CTPYKTYP TKaHeli - HaMepeHHO, B COOTBETCTBIM C MOKA3aHWEM, WM He HaMEePeHHO.

Bpay HeceT OTBETCTBEHHOCTb 3a TOUHOE OMpefesieHMe MOKa3aHWs, 30Hbl /IEYEHNs! 1 NapameTpoB
JleYeHs, a TaloKe - 3a KOPPEKTHOE MO3VILYIOHMPOBaHMe anm/vKaTopa.

Kpome TOro, BO Bpemsi jiedeHUs HeoOXO4VMMO PYKOM MPOBEPSTb TeMrepatypy OXNaaatoLlel
HacaflKVi, a TakoKe - OTPEry/MpoBaHHYHO MIOTHOCTb SHEPTW Ha AUCTIIee.

Bo Bpemsi npoLeaypb! 1 MOCre Hee B 30He 06pabOoTKM MOTyT HabMHOAATLCA NOBOUHbIE A(EKTbI.
CreneHb NPOSB/IEHNS 3TMX MOBOYHBIX 3()EKTOB BapbUPYETCS OT NauuyeHTa K nauyeHTy; 00bIMHO
OHa 0YeHb HM3Kas.

B cBsA3K ¢ 3T, B 11O6OM C/yyae Jo/mxHA ObITh BbIMOIHEHA NPOGHAas Npouedypa Ha HeOO/bLLIOM
Y4acTKe MOBEPXHOCTM, Kak OMMCaHO HWKE, YTOObl OAHOBPEMEHHO MUHUMU3MPOBATHL MOOOYHbIE
3PeKTbI 1 ONTUMM3NPOBATL 3¢NEKTVBHOCTbL IeYeBHOI MPoLEeaypb.

BaXHO MOMHUTL O TOM, YTO MOBOYHbIE 3PEKTHI MOTYT MPOABNATLCA 60Mee CUMBHO MpK
06paboTKe OOMbLLMX MOBEPXHOCTEA, YemM Mpu 00paboTKe MPOGHOM MOBEPXHOCTM MEHBLLErO
pasmvepa.

Kpome Toro, naupeHTbl MoTyHatoT flyulliee Brieyat/ieHyie OT NpoLeaypbl e4e6HOI Tepanum 1 MOryT yullie
PELLINTB - «3a» W «MPOTMB» fIEYEHMs], MPEXK/E YeM [aTb CBOe COor/iacue.

Coset

Bo Bpems npenonepauyoHHOro 0BCYXXAeHUS, NauveHTa CriefyeT NpouH(opMMpoBaTs 060 BCEX
prcKax, KOTopble MOryT ObiTb O0OYC/IOB/IEHbI N1A3ePHON Tepanueli U NpeaonepauyioHHbIM 1
MoC/eonepaLyoHHbIM yYXoaoM. Bosee TOro, nauueHT LO/MKEH MOMyYuTb BCHO WMH(OPMALMKO O
MeXaHu3Me JflasepHO Tepanuu, afbTepHAaTMBHBLIX NPoLeaypax, BpeMeHW, HeobXOoAMMOM Aif
NeYeHs, MepCneKTyBax YCreLIHOro SIEYEHNS U O PEXMME MOC/E SIa3epHOI Tepanuu.

Bam pekomeHfyeTCs COCTaBUTb OTYeT 00 3TOW Oecefe M NPeLIoKUTb MauMeHTy nognmcaTb
creLUyasibHyHo (opMy corsiacus Mo aToMy GpUGUHIY. PeKOMEHZYETCA Takke caenatb (HOTOCHUMKM
[0 1 nocne neveHns.

KoHTaKTHas MOBEPXHOCTb arnn/imKaTtopa KOHTaKTUPYET C KOXEM naupeHTa BO BpemMsd /ieHeEHNS.
CyLU'eCTByeT pUCK nepeHoca MUKPOOPIraH3MOoB.

Bbl6paHHbII‘/JI annamkKarop HeO6XO,EI|I/IMO I'IpO,ELe3VIH(pl/ILI|V|pOBaTb nepes KedkabiM NMprUMeHeHWeM, a
TaKkKe - 0‘-IVILLI|aI‘/JITe n ,U.e3VIHCpVILI|V|pyI‘/JITe €ro nocne Kakaoro ceaHca nprMeHeHWs, Kak onncaHo B
TNABE 0 unct ka n gesundhexyms.

Jlioboe abcopbupytoLLee 3arpssHeHMe Ha 1a3epHOM  HAKOHEUHMKE anr/imkatopa reHepupyeT
NOK&/TbHbBIA MEperpeB Y MOXET 06YC/I0BUTL MOBbILLEHME MOGOYHbIX 3(DEKTOB U [Je(heKTOB
anrmkaropa!

Yb6eauTech B TOM, YTO /1a3ePHbIiA HAKOHEYHUK anmn/ivKaTopa OCTAeTCA YMCTBIM Takoke 1 BO Bpems

0bpaboTku!
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«AcKnenunoH Neisep TekHonoaxuc» (Asclepion Laser Technologies)
7.2.1 B3ammogencTtBume n1a3epHOro yya U TKaHu

Lienbto Tepanim B 06/1aCTV epMaTosiorum 1 3CTETUYECKON MeAMLMHBI ABMISETCA YAATIEHWE HeXeraTe/bHbIX
NaTonoruii 6e3 NOB6OUHbLIX 3(hheKToB. KOHLENLWS fleveHnst, U3BECTHAA Kak CeIEKTUBHbINA (HOTOTEPMONNS,
npeacTaBneHHas AHaepceHoM W Mappuiem B 1983 rogy, obecneumBaeT 3(W(PEKTVBHOMO paspyLLeHns
MULLIEHW C OZHOBPEMEHHOM 3aLLIMTO OKPY>KAOLLIEV KOXMU.

Hwke nepeumcrieHbl OCHOBHbIE (haKTOpPbI, 0BeCTIeUmBatOLLME YCTEX Tepariin:

[ornoLLeHve Na3epHoro U3nyyYeHns - 4aMHa BO/HbI

[ornoLLeHMe Na3epHOro M3MyyeHUs B MLLMeHN (T.e. B Me/laHUHE BOJIOCa WM B KPOBY B COCY/E) [O/DKHO
ObITb BbILLE, YeM B OKPYXQAMOLMX TKaHAX KOXW, B OCHOBHOM COCTOALUMX M3 BOAbl. Yem 6onblue
MOF/IOLLIEHVIE B MULLIEHW, TeM 6O/TbLLE TEN/I0BbIAEIEHNE; YEM MeHbLLIE MOTIOLLEHVIE B OKPYKaHOLLMX TKaHsIX,
TeM MeHbLLIE HEXXeNaTe/bHbIiA Harpes OKPYXKAOLLMX TKaHEN.

[uanasoH 4/ mHbI BOMHbI B ycTpoiicTBe MeDioStar B 6/1kHeli 0671aCTU CNeKTpa MHPPaKpacHoOro v3fyyeHms
(IR) xapakTepu3yeTcs OTHOCUTE/IbHO BbICOKOM abcopbLmeli MenaHuHa 1 KpoBuW. [/IMHbI BO/H PasiNyHbIX
annvKaTopoB  OMTVMMA&TLHO — MPWUCMOCO6MEHbl B pamMKax 3TOr0  AvanasoHa K MHAMBMAYabHO
3ar/iaHMPOBaHHOMY MOKA3aHUIO.

Tem He MeHee, CreflyeT TaKke Y4YWTbIBaTL MOI/IOLEHE B MeflaHyHe, COAepKalliemcs B anupepmmce
TEMHOI KOXM, YTO BCErAa Hexenare/ibHoO (KpoMe YaaieH!s NATMEHTHBIX MaTosiornin) 1 MOXeT NPUBECTU K
No604YHbIM 3XpeKTam B BULE MUMO- Y FUNep-NUrMeHTaLmn. 3T0 03HaYaeT, YTo J/IMHbI BOIH MeHee 800 HM
MeHee YOOOHbI [nf paboTbl C TEMHbIMU TWMamMl KOXW BBWLY OTHOCWUTENHO BbICOKON CTereHu
MOT/IOLLEHNS MESIaHHOM M COBCEM He MpuMeHuMbl A VI oToTuna (CM. npor nsonoxasanusa).
AnNnMKaTopbl ¢ gsmHamy BonH 800- 950 HM 6or1ee YA0OHbI 415 TEMHO KOXW. C ApYroii CTOpPOHbI, M3-3a
BbICOKOTO TOI/IOLLEHNS MeNlaHMHOM 60/iee  KOpPOTKWe BOJHbI 6oniee yAOGHbI A1 CBET/IbIX BOSIOC U
nauyeHToB ¢ | 1 11 (hoToTrNaMn KoXM.
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PucyHOoKk 40: 3aBUCUMOCT b KO3G G MYyMEeHT a nornow eius oT ANUHL BONHHL nasepa

Pa3wvep naTHa
Pa3vep nsTHa JO/DKeH ObITb HACTOMbKO OO/bLLMM, YTOObI OOBLEKT HaLle/MBaHWs, PACrONIOXEHHbIN Ha

r/ly6MHe HECKObKMX MTIMMETPOB MOZ, MOBEPXHOCTBIO KOXMW (HanpyMep, KOpeHb BO/oCa WK cocyr) 6bin
[OCTUrHYT C [0CTarOMHO BbICOKOM MIOTHOCTHIO aHeprum (FLUENCE). 310 Tpe6oBaHME BbIMO/HAETCA

nasepHbIM ycTpoiicTBom MeDioStar.
[J0omKHO 6bITb MPUHLMNMATBHO 06ECTeUeHo, YTOObI BoMbLUee NATHO HarpeBasio 60/bLNIA 06LeM B KOXe. B

COOTBETCTBUM C ITUM, ANA 00NbLLUMX MSATEH HeOGXO,U,I/IMaFI MIOTHOCTb 3HEPIN HIDKE.
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«AcKNnenunoH Neisep TekHonoaxuc» (Asclepion Laser Technologies)

OxnaxgeHwve snuaepmumca

Bo n3bexxaHne Hexenate/bHbIX Mo60YHbIX APEKTOB, HEOOXOAMMO 06eCeUnTb ANGEKTUBHOE OXNTXKAEHIE
anugepmmca (0CO6eHHO BaXKHO /151 TUMOB TEMHOMN KOXKM 13-3a aBCOPOLYIN MM MeNTaHNHa).

CvcteMa oxnaxaeHUs KOxu yctpolicTBa MeDioStar BcTpoeHa B annamkatop. KOHTakT anugepmuca
XO/OAHOW MET/VIMYECKOI HacaaKoW SBNAETCS KpaiiHe ap(EKTUBHBIM 113-3a BbICOKOI TEr/IoNpoBOAHOCTY (B
8 pas fydlle, YeM /19 MexaHM3Ma OX/TXKIEHWS Ha carmvpoBoli OCHOBE). Bonee Toro, Temneparypa
OX/IKAEHNA CUCTEMbI OXJTXKAEHWS KOXM aBTOMaTUYECK KOHTPO/IMPYETCA B /IK0O0V MOMEHT BPEMEHM.

7.2.2 Knaccugpukaumsa TUMOB KOXU

Twvn koxwm
| OueHb CBET/asA KOXa, Genble WM pbbKVe BO/OCH,
(«priaHackuid» TUN  BECHYLLIKW, FO/Ty6ble MK 3e/IEHbIe T/1a3a

KOXV)

I Ceet/ast KoXKa, Gerible BO/IOChI, BECHYLLIKUW, ro/y6ble nin
(UeHTpasnbHo- 3e/leHble rnasa
EBponevickuin)
" Cepble 1M KOpUYHEBLIE BO/IOCHI, Kapyie rnasa
v Cnerka TeMHasi KOXa, YepHble BOJIOChI, TEMHbIE FN1asa
(Cpean3eMHOMOpPCKMIA

™)

\Y KopruHeBas KoXa, YepHble BO/IOChI, TEMHbIE [/1a3a
(UHpws, FOxHas
ANEPUKA)

Vi KopnyHeBas Unn YepHas KOXa, YepHbIe BO/IOChI, TEMHbIe

(Adprika, Havs) rnasa

PrcyHok 43: Knaccumkauyst TUMOB KOXM No duunatpuky

7.2.3 O630p 30H, YHYBCTBUTENbHbIX K 601K

Tvuyo:

CwbHast 60/b
YMepeHHast 60/1b

Cnatas 6051b

PuncyHok 44: YHyBCT BUT e€NbHb € 30HBl NNLa
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«AcknenunoH fNeiizep TekHonomkme» (Asclepion Laser Technologies)

Teno:

YMepeHHas 60/1b

Cnabas 60osb

PucyHok 45: UHyBCT BUT enbHb € 30HbBl T ena

7.2.4. MapameTpbl MPUMEHEHNA

Ona MMnynbCHOro flasepa, Takoro kak MeDioStar, rnaBHbIM MapaMeTpoM A1 NIeYeHNs ABMSETCS
M/IOTHOCTb 3Heprum (duiroeHc). Perynmpyetcs mpsamo Ha 3kpaHe. Yem 6orbluie duitoeHc, Tem 6oriee
3()heKTVBHO JleveHre, HO BO3MOXHbI 60/1ee CW/lbHble MOBOYHbIE AEKTbI. [103TOMY, NPV MOBbILLIEHNN
(toeHCa HeOBXOAMMbI TakoKe TECTOBbIE CeaHChbl 0OPabOTKM.

IMetoT MeCTo CrieflytoLLyie MaTeMaTU4eCK/ie COOTHOLLIEHWS:
MnotHoCTL aHeprv = SHeprd [ / JyiaveTp nsmHa (Cv2)
[Dhwiov]

MolHocTs [Bar] = SHeprva [ / JnmmenbHOCTb MMysibca [Cek]
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«AcKnenuoH feinsep TekHonompkme» (Asclepion Laser Technologies)

[MprMepHas lMpogomku- Mpogomku-  Yucno O6Luee uncno [HeBHas
rnyéuHa Te/bHOCTb Te/bHOCTb (hormkynos/  (hONIMKYNIOB  BENMYMHA
thonnmkyna TesioreHa aHareHa o pocTta
aHareHa
rONOBA 1 MunmoH
BEPXHAA IN'YBA 1-2,5 Mm 6 Hefenb 4 vecsaua 500
EOPOIA- 2-4 vm 10 Hepenb lrog 500 0,38 mm
MoApOPOAOK
LLEEKW 2-4 Mm 880 0,32 Mv
BPOBU 2-25 Mm 3 MecAua 4-8 Hepenb 0,16 Mm
YXO 3 MecsaLa 4-8 Heperb
KOXXA UEPETMA 35 Mm 3-4 mecsaua 2-6 net 350 0,35 Mm
TEJIO
MOAMBILLIKIA 3,545 Mv 3 mecsua 4 Mecaua 65 0,3 Mm
HOI'W, BEAPA 2,5-4 Mm 5 MecsLeB 4 mecsua 60 370 000 0,21 MM
NNOBKOBAA 30HA  3,5-5 Mm 3 MecaLa 4 mecsua 70
PYKIN 4 mecsaua 3 mecaua 80 220 000 0,3 Mm
rPyab 3-4.5 Mm 65 0,35 Mm
TYNOBULLE 2-4.5 MM 70 425 000 0,3 Mm

PucyHok 48: PocT Bonoc (Bbl Aep> ka m3 T abnuybe Richards - Meharg)

7.4.3 Bbl6op nayneHTOB

Kak nokasbiBaeT MpakTuka, NpUMEHeHWe AMOAHOTO fla3epa MO3BO/SET LOCTUMaTb 3HAUUTENIbHOW 3aePXKKU
pOCTa BOJIOC, KakK Y YKEHLLWH, TaK 1Y MyXUVH.

NazepHas anUMsUMA TeMHbIX BOSIOC OCOBEHHO 3EKTMBHA, MOTOMY YTO TeMHble BOJIOCbI MMEKT
MOBbILLEHHOe COAepKaHVie MenaHuHa. CBeT/lble BOMOCH! 00bIMHO TPebytoT 6O/ee BbICOKWX M/IOTHOCTEN
3HEprum, YTO JOMyCKaeTcsl, MOCKO/bKY 0ObIMHO KOX@A CBET/iee BOMOC. [/1 CBET/IbIX BOIOC PEKOMEHLYETCA
annMKaTop ¢ 60s1ee KOPOTKUMM A/IMHAMM BO/H, HaumHast ¢ 755 HM. OfHaKO, YCreX /IeHeHNs He MOXET OblITb
MPeACKasaH B KXKOOM OTAE/bHOM Crydae. Kak HY CTPaHHO, XOpOLLIve pe3ynbTaTbl HabMHANCh JaXKe [Ns
6enbix Bosioc. C Apyroli CTOPOHbI, 6bIBAKOT HEraTuBHbIE UCK/IFOUEHUS /15 0CO60 CTOVMKMX TEMHbIX BOSIOC.
OueHb CBET/Ible BO/OChI, PbDKEBATble BOMOCHI (COAepXaT (PeoMesiaHH) U Cefible BOIOChbl OYeHb Criabo
pearvpyroT Wam BOOOLLIE He pearvpytoT Ha flasepHyto 06paboTky. To e camoe OTHOCUTCA K O4eHb TOHKUM
BOJIOCAM.

PaboTa C anniMKatopom c 6oniee KOPOTKOW [J/IMHOM BO/HbI, HaumHas C 755 HM, TpeGyeT 0co6oit
OCTOPOXKHOCTM, CM. PA3ENn poswas npoueaypa

[Mepes, leYeHMeM MEHLLVH C O4eHb CWbHBIM POCTOM BOJIOC, CrIeAyeT MPOKOHTPO/IMPOBATL FOPMOHa/TbHBIN
cTaryc.

[OPMOHa/IbHBIA CTATYC MYXUMH - TPAHCCEKCYasioB (CTPEMSALLMXCA M3MEHUTb CBOM MO U3 MyXCKOrO B
YXEHCKWIA) TakoKe CrieflyeT NPOKOHTPO/MPOBATL Mepe TeM, Kak NPUCTYMUTL K NpoLeaype.

MonHoe yaanieHe BOIOC He MOXET ObiTb JOCTUIHYTO, 00bIMHO TOHKVIE CBET/Ible BOMOCHI HEMb3A YA MTh.
BaXHO MPOMH(OPMMPOBaTL MaLeHTOB 06 3TMX (hakTax!

O6nacTu, NoAXoAsLLe ANS ANUNALMN;

* Ycuku/BepxHsas ryba * BepxHsa YacTb pyK

* Bonock! Ha finue * HuKH#AS YacTb pyK

*oa60p0AOK / BEPXHAS YaCTb LUen *Tpyab

* begpo *CnvHa

* JINHWS BUKUHN *Pykun

* HWKHAS YacTb Hor * Hoc/Y1wm (npouefypy NpoBOAUTL OCTOPOXHO)
o7
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«AckKnenuoH flensep TekHonomkumce» (Asclepion Laser Technologies)

7.4.7 TecTtoBas npoueaypa

Ecnu naymeHT NpUHMMaET peLleHne B NMob3y NasepHOl aNUASLKUM Nocne NoAyYeHUs MHGpopMaLymMmn oT Bpaya
M O(hopMIeHUs cornacus, Bcerga crefyeT NpoBecTW TECTOBYHO Npoueaypy B o6nactu, rge 3aTem GygeT
MPOBOANTLCA OCHOBHAs npoleaypa. VHAVWBUAYanbHas peakuus KOXW MaluMeHTOB W YyBCTBUTENbHOCTb K
60 MOryT pasHWUTbCs. MOMMMO 0COB0 UYBCTBUTENbHBIX U 0CO60 GOMEBLIX TONMEPAHTHbLIX MaLWEeHTOB,
oulyuleHne 60K SABASETCS XOPOLWMM NOoKasaTeneM OLEHKN AN 0XMAaeMbIX MO60UYHbIX 3DHEKTOB.

TecTOBYlO  npoueaypy  HauMHalOT Ha  He6O/bWIOM  y4yacTKe C  Haya/bHbIMKM  MapameTpamm,
peKoMeHA0BaHHbIMU /11 COOTBETCTBYIOLLErO OCHOBHOM 061acTM TUNa KOXW, AaXe, eciiu BO3feiCTBMe He
yyBCTBYeTCA MauueHToM. Eciu mpegnonaraeTcs 06paGoTka YyBCTBUTENbHBIX 30H (TaKUX KakK GUKWMHW MW
BEPXHSS YaCTb FONieHK), TECTOBYIO Npoueaypy CreayeT NPOBOAMTL B 3TOM 30HE.

UeMm TeMHee KoXa MauueHTa, TeM 60/ee HM3Kas HavanbHas MAOTHOCTb 3HEPruM W 6oMbluas ANUTEbHOCTb
MUMMY/bCa LOMKHbI 6blTb BbIGPAHbI B poo cccnorvanswow PEXUME. [lOCNeAHee He ABNSAETCA NPOBAEMOR ANA
6onee TONCTbIX BOMOC. NSl TOHKUX BOJIOC MMMNY/bC HE AO/DKEH ObITb TAKUM AJMTeNbHbIM, YTO6GbI MOXHO
6b0 06ecneunTb 3hPheKTMBHOCTL 06paboTKN. Brnarogaps HW3Kol abcopbupytowein «macce», NoboyHble
3 dekTbl 415 TOHKMX BOMOC 06bIYHO ObIBAIOT MEHEe 3HAYUTENbHLIMU.

ANNAnMKaTop € 4MHON BOMHbI 755 HM peKOMeHA0BaH ToNbKo And | 1 M poTOTUNOB KOXMWN, MOCKONbKY
ero Haubosnee BaXHbIM MPEUMYLLECTBOM SBASAETCA HEMHOrO 60/1ee BbiCOKas 3WPEKTUBHOCTb AN1A CBET/bIX
BO/IOC, KOTOpas 06blYHO accoLMupyeTcs CO CBET/I0M KOXelW, a MeflaHUH B 3nuaepMuce B TEMHOW KOXe
BbI3blBaET 60/bLIe NOB6OYHBLIX AP(PeKTOB. ECAN 3TO HAKOHEYHUK MUCMONb30BaTh 415 TEMHON KOXW, (hHOEHC
[JOMKEH ObITb elle HuKe, YeM MpU WUCNONb30BaHWM CTaHZAPTHOrO HakKOHeYyHWKa. JleyeHwe nNauueHTOB C
TUNOM KOXu IV ¥ Tuna KoXu V A0/MKHO 6biTh CAenaHo TOMbKO (ecny Boobuie AOMYCTMMO) B pexume
o awopoasore wwnynoca W TOMBKO TOFAA, KOTrAa TepaneBT MMEET LOCTATOUYHbIA ONbIT paboTbl ¢ HOTOTUNOM
Koxu 11 (1 IV n V). Mpoueaypsl 418 oToTNa KOXM VI 1 3aropenoil KoXXn npoTMBONOKasaHsbi!

Cnoco6 BO37eiicTBMA, WCMOMb3YeMbli A1 TECTOBOW NpoLeAypbl, AOMKEH TakXe WCMOMbL30BaThCA W ANs
nocneayoleii peanbHol NpoLefypbl.

ANnNAMKaTop Bcerga cneayet nepeMellatb No KoXe ¢ HeGOMbLIMM [JaBNeHWeM, YTO YMeHbLIAET pacCTosHue
[0 KOPHsl Bosnoca (NoBbllieHne S(eKTUBHOCTH). Y 6eanTech, UTO XO/I0AHAs HAcafKa AN OXNaKAEHUS KOXN
OCTaeTCs B KOHTAKTE C KOXEW BO BpeMsi mpouefsypbl, YTO6bl rapaHTMPOBaTh MpeABapuTeNbHOE OXIaXAeHWe
anuaepmuca. MpakTUUeCcKW, annankaTop CrefyeT AepXaTb B KOHTaKTe C KOXEN, 1 He cnefyeT 3aHOBO Ha Hee
yCTaHaBNMBaTb. brarofaps ynbTpa3ByKoBOMY Fefto, N1erko MOXHO BUAETb TOUKY, Ha KOTOPYH [O/MKHO ObiTh
MOMELLEHO NATHO ANs CReayroLLei MMHNUM,

Ja3epHoe n3nyyeHne MOXET NPUBECTU K CEPbe3HbIM TpaBMaMm rfas.

Bo BpeMs ceaHCa na3epHoii Tepanuu Bce Nuua, NMPUCYTCTBYIOLLME B NMOMeLLeHUW, rae pa6oTtaeT
nasep, AOMKHbI HOCUTb OYKMW ANS 3alLKUThI [11a3, B COOTBETCTBUM C UHCTPYKLUUAMMU, NPUBEAEHHBIMU
T nAaBH TexHMuUecCKMUeE JaHHEB el

Bbl6paHHble U YCTAaHOB/MEHHble Ha AWChee napamMeTpbl HEOGXOAMMO KOHTPO/MPOBaTh [0 U B
npoLecce NpoBeaeHNs Npoueaypbl.

Bo BpeMs npoLeAypbl HEO6XOAMMO TaKXe KOHTPOMPOBaTh PaboTy CUCTEMbI OXNAXKAEHMS!

MeDioStar nepekno4at0T Ha PEXUM & e » o v C Heobxogumon MJIOTHOCTbLIO 3HEPI UMW, pacnonoxute
annamkKaTop Ha >kKenaeMoi 30He W, eciM HeobXOoAMMO, HEMHOrO MOAOXAMTE, KOrfa YCTaHOBUTCH PeXum
reao v (CUCTEMA OXNAXKAEHWUA AO/MKHA YCTAHOBUTL 3aflaHHYI0 TemnepaTypy - MH(opMaums oTobpaxaetcs
Ha gucnnee).

PeKOMeH/yeTcsl UCMOMb30BaTb PEXUM o suoyonnore nunyrsca (HA3KUIA DIOEHC, BbICOKAs 4yacToTa,
MHOTOKpPaTHbIE MPOXOAbl), €CN ero UCMofib30BaHWe BO3MOXHO C aHaTOMMYECKOW TOUKW 3peHus mo
OTHOLUEHMIO K pasmMepy MCMONb3yeMOro annamkaTopa - HO 0CO6eHHO ANs TEMHOW KoXu. 3To 6Gonee
KOM(OPTHO, HO CTONb Xe 3dekTUBHO. (Bpems, TpeGyemoe Ans MNpoLeAypbl MPUMEpPHO OfMHAKOBO.
ANNAYKaTop NepemeLLaeTcs 6bICTpee B 9TOM peXxnme, HO TPEBYIOTCA MHOTOKPATHbIE MPOXofbl).

[ONns TecToBOM Mpoueaypbl B PEXUME o nuoyoasoro wunyrsca aNMAMKATOP 6LICTPO MepeMelialoT no
y4yacTKy nnouagbto okono 10 cv™ (npumepHo 10 cM B cekyHAy). Mpu BbIMOAHEHWUWU 3TOTO AeiicTBUS, MO
BO3MOXHOCTM He [onycKaliTe TNpPOMycKoB W Bcerja nepeMeliainTe annaukatop B HampaBfieHUm
oXnaxjatolLLeii Hacaaku.
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«AcKnenuoH Jlensep TekHonomxunc» (Asclepion Laser Technologies)

[ns CBETNON KOXMW, TO 3TO [O/KHO ObiTb MOBTOPEHO YeTbipe pasa, TP pasa Ans TeMHON Koxu (3-4
npoxoga). CnegyeTt oCTaHOBUTLCS, CAIM MpoLeaypa CTaHOBUTCS 60Me3HEHHO, B NPOTUBHOM CNyyae cnegyeT
YBEMUYNTL KOMIMYECTBO MPOXO/0B.
KoHeuHas Lenb: nerkas aputema.

PEXUMbBI 0 cvosnoti w nopoo eccnonansuw s OOMbLIE NMPEAHA3HAYEHBI A1 AHATOMWUYECKM CJIOXHBIX 30H,
0fiHaKo, MOryT ObITb MpPUMeHeHbl Be3fe. [pW MCNONb30BAHUM 3TUX PEXMMOB, MpU TECTOBOM (HOEHCE
Heob6Xx0AUMO cfenaTb NO MeHblleli Mepe 4-6 MATeH B BMAe KBafpaTa, TaK KakK OTAe/bHble MATHA MOryT
BbI3BaTb MEHbLLYIO peakuuio (OKpy>XatoLlas KoXa MOXeT yudlle OXaXAaTbes).

B Hauane paboTbl, XON04HYO HAacaAKy anmniuMkatopa Ha KOPOTKOe BPeMsl MOMEeLIAlOT Ha MepByHo TOYKY, rfae
[0/MKHa NPOBOAMTLCS 06paboTka. 3aTeM anmniMkaTop NepemeLlatoT Ha Be/IMYUHY MATHA Tak, UTO Na3epHblid
HaKOHEYHMK pa3MeLlaeTcsi Ha MNpefBapUTE/IbHO OX/IAXAEHHOM yuyacTKe (M OLHOBPEMEHHO OXMaxpjaeTcs
cnepytoLas Touka). Mocne 3T0ro, Npy HaAXaTUM Ha HOXHYHO Nefanb, HauYMHaeTCs asepHas IMMccus.
MepemellaiiTe anniMkaTtop B HanpaBfeHUM HacagKu, OXNaxJawled KOXy, Ha pasMep nMATHa B
COOTBETCTBMU C YCTAHOB/IEHHOM 4aCTOTON. 3BYKOBOA CWrHaf, COOTBETCTBYIOLIUIA 3TON 4yacToTe MOXeT
CMY>XUTb OpPMEHTUPOM. Eciin no 3aBeplUeHUn TeCTOBOW NpoLeAypbl Yepe3 HECKOIbKO MUHYT peakLun KoXu
He HabnogaeTcs, hIH0EHC MOXHO MOCTEMEHHO YBEMMYMTL (MPOBOANTE TECT HA HOBOM Y4acTKe).

KoHeuHast Lenb: nepudonnkynspHas sputema.

Ecnu npouefypa cTaHOBMTCA 60/M€3HEHHOM, (hIHOEHC cneayeT YMeHbWNThb. [pyM 3TOM He peKoMeHayeTcs
NPYMeHEHNEe aHeCTETHKOB.

Mocne NonHoI nasepHoin 06paboTKM y4acTKa, YCTPONCTBO HEO6X0AMMO NEPEKNOUYNTL B PEXUM s 14w b 5 v

74.8 O6paboTKa

Mocne NOArOTOBKM 30HbI 06PabOTKM, ee MOXHO PasMeTUTb Ge/bIM KapaHAalloM (Hanpumep, KapaHgall Ais
MoABOAKW rNna3). ATO None3Ho Ana pas3dreHns 60MbLIMX 30H Ha Masble yyacTku (HaHecuTe ynbTpa3ByKOBOi
reflb Ha yyacTKy AN NpegoTBpalleHns NoTepu Bnarm).

370 06ecneyrBaeT paBHOMepPHYH 06paboTKy yyacTKa la3epom.

TaTyMpoBKM WM MUIMEHTHble MaTONOMUK, He [AMArHOCTUPOBaHHblE KaK A0OPOKAYeCTBEHHbIE HE [AO0MKHbI
noggepratbcst 06paboTke!

MpoBoaWTe MpoLeaypy Kak onucaHo B MpeablayLieM pasgene.

Cosert

Ecnu nasep pa6oTaeT no 601bWMM NAOWAAAM, TO A4a YMEHbLUEHUA 6071, 061aCTb HYXHO
obpabaTbiBaTh NOCNe0BaTE/IbHO, KOTA4a 3TO BO3MOXHO, 0COGEHHO B C/lyyae TEMHOW KOXU 1
rycTbIX BOJIOC.

Mpun 06paboTKM 60MbLINX NOLLALE HOXHON NepektoYvaTenb LOMKeH 6bITb 0CBOOOXAEH
nocne Kaxgolh "nuHUKN" (NpepbiBaHWs Na3epHOro U3NYYEHUS) 1 CHOBA BKIKOUEH CO CnefytoLei
"AHUA". "JIMHUA" MOXET BbITb TakXe WrpuHoli 10 cm B pexume OAHOPOLHOIO rumnyy/bea,
Hanpumep, ecnv Npoueaypa BbINONHAETCA CNVUPANEBUAHBIMU ABUXEHUAMM, KaK MoKasaHo Ha
pUCYHKe.

JTOT Npouecc He TONbKO 60/ee KOMGMOPTEH A4/1 NaLMEeHTOB, HO TaKXXe MeHbLUE Harpyxaer,
CcUCTeMY OCaXeHunsa Koxu. Cuctema nyyile oxXnaxjaet BO BPEMA NPepbIBaAHUA, TAK YTO
npoueaypy He HYXXHO 0CTaHaBNUBAaTbH Aaxe Npu AJTMT bHbIX 06paboTKax.

basoBbl Wi/l po eccuonHan
OAHOPOAHB A UM AYyAbC™

PucyHnHok 49: HanpasBneHue npoBejeHuns npouesypsl cnepyt W Ml Npoxos cCBEpPXY.

*IMo BO3MOXHOCTM CNefyeT UCK/IYaTb NPOMYCKU MeXAY TOUKaMU 1 «IUHUSAMW». Bonee Toro, nydlue
[lenaTb HebONbLLOe MEPEKPbITUE, YTOOLI HE OCTaNOCh HE0BPABOTAHHbIX «NHUA.
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«ActoTenunoH fleinsep TekHonomxkuce» (Asclepion Laser Technologies)

LONna pexuMa o suopoawus wwnysec PEKOMEHAYETCH CRMpaneBUAHbIA npouecc nedveHms (crpasa),
OMUCaHHbIA Bbile. MpK 3TOM TakXKe BO3MOXHO MepeMelleHne No «IUHUW» UAKM B (PopMe MeaHpa, eciu
nepemeliatb 6bICTPO (MpM6AM3UTENLHO 10 cM B CeKyHAY). V3-3a 60nbLIOr0 pasmMepa NSTHa A4S annavMkaTopa
XL camblii NPOCTO Cnoco6 COCTOMT B 6bICTPOM NepeMeLLEeHNIN N0 <TUHUAMY.

MpousBoauTe TO KONMMYECTBO MNPOXOAOB, KOTOpoe 6biN0 OMNpeaenceHo B TecToBOW npoueaype. Ecaw,
HECMOTps Ha 3To, NpoLeAypa sABAseTcs 60/1e3HEHHON, HEOBXOANMO ee MPepBaTh U 0XNaAUTL KOXY.

MpU UCMOMNL30BAHUN PEXKUMOB & a2osw i WM n pow cccnonansuw a. YCTAHABNUBAKTE (DIHOEHC, KOTOPBI
XOpOLIO NepeHoCcucs B X0Ae TeCTOBOI NpoLeaypsbl.

3aTeM o6pa6aTbiBaiiTe 06/1aCTb, Kak OMMCAHO Bbille, W BCerja rnepeMellaiiTe annavMkKatop B HarnpaBneHWUU
OXNaguTens Koxu. Ha Kax[ol BHOBb HauyaToli  «IMHWM» MepBas TOYKa BCerga [O/KHA ObiTh
npeaBapuTeNbHO OXNaXaeHa.

Ecnu npouesypa ocTaeTcsi 60Me3HEHHOW, HEeO0B6XOAMMO CHWU3WUTb MAOTHOCTb 3HEPrUW, W, €cin 37O
HEo6X0AMMO NPEKPaTUTL MpoLeaypy ¥ HEMeANEHHO OXNaauThb KOXY.

Ecnv npouedypa MpepbiBaeTcs Ha KOPOTKWA nepuofg wunvm ecnu 0o6paboTka 061acTv  3aBeplueHa,
MepeKoyunTe N1asep B PEXUM o x uaanw

Mbinb, OCeBWas Ha na3epHbIi HAKOHEYHUK, MOXET 3aropeTbCs Moj BO3AEMCTBMEM /la3epHOro
M3NYyYeHNs W Bbi3BaTb MOOOYHbIE 3P(EKThI, TakMe KaK MOKPacHeHWe, BO3MOXHOe o06pa3oBaHue
BOASAHbIX NMy3blpeil, 06pa3bBaHne KOPKK, peako pyobubi!

ObecneybTe, YTOObI Na3epHbI HAKOHEYHMK anniMKaTopa BCerja 0cTaBancsa YncTbL!

Camblii NpocToil cnoco6 NoAAepXXMBaTh YUNCTOTY S1a3ePHOr0 HAKOHEUYHMKA AaXe BO BPeMs MpoLefypbl - 3T0
BbITUPaTb €ro YBAaXHEHHbIM TaMMOHOM KaX[blil pa3 nocne peanusauuyu "NMHUM". 3BYKU MOTPECKMBAHWSA
npu 06paGoTKe TEMHbIX, TYCTbIX BOJOC O6bIYHO 03HAYalOT, YTO Ha HAKOHEYHWKE ecTb BOMOCHl. B 3TOM
CNy4yae HAKOHEYHMK [LO/MKeH 6biTb NPOTEPT HesaMeAnuTeNbHO. B Mo6GOM cnydyae, ecnyM Mpogo/mkaThb
npoLeaypy, BONOCbI MOFYT NPUropeTb K NOBEPXHOCTW HaKOHEUYHMKA U TOrfa yaanuTb UX 6yfeT TpyAHee.

Coset

B HEKOTOpbIX Cnyyasx, B 30HaX, NMPUerallmMx K 30He 06paboTKM, NOSBNAOTCA HOBble BOMOCHI
(mapagokcanbHbI pocT Booc). ccnegoBaHneM * yCTaHOB/IEHO, YTO 3TOT 3(hheKT MOXET ObiTb
npegoTepaLleH MyTeM MHTEHCMBHOIO OXNaXAeHWs BOKPYr ob6pabaTbiBaemoli 061actu Ao U BO
BpeMs MpoLeaypbl, HanpuMep™ OXNaXAAKLWMMU NaKeTaMu, U OYEHb arpecCUBHbIM MPOBEAEHUEM
npoueaypbl B 30He 06paboTkM, TO ecTb 2 npoxofaMn (B PEXUMAX sa:oeus WM
Moodeccnonansuun). ABTOPbl MPEANONOXUAN, YTO MapafoKca/nbHbIi POCT BONOC 06YCNOBMEH
cyb6TepaneBTUYECKMMUN YPOBHAMMU TEMNOBOV 3HEPT UK.

7.4.9 TlocneonepaumoHHas Tepanms

Cpasy e rnocne 3aBepLUEHUs na3epHOil 06paboTKM, KOXY CnefyeT OXNMagWTb B TeYeHWe [AANTENIbHOro
BPEMEHMN, 0CO6EHHO Nnpn TEMHbIX BO/1OCax U TeMHON Koxe. MocTosiHHOe oXnaxaeHne MOXXET 3Ha4YUTeNbHO
YMEHbLWNTL N060YHbIE 3h(EKTbI! DTO MOXHO NEerko cgenatb C NOMOLLbK XONOAHbIX TaMMOHOB, KOTOPble
nayneHT MOXXET NCMNOJ1b30BaTb B 3aBUMCUMOCTHN OT CUTYaU .

MMocne AOCTAaTO4YHOI0 OXNnaXKAeHnda KOXWM MOXHO HaHECTW NpPOTMBOBOCMNAINTENIbBHYHO Ma3b. B cny4yae
nepeao3snpoBKN NeKapCTBEHHbIX MpenapartoB, MOKa3aH NOKanbHbINA aHTI/I6VIOTI/IK, npn 3TOM, MOHUTOPWUHT
NeYeHns aBnseTcs abCoNtoTHO H606XO,qVIMbIM.

Ecnv nocne npoeefeHust npoueaypbl 06pa6oTaHHbI yyacToK GyaeT NoABepraTbCs BO3AEHCTBUMIO
COMHEYHOTO W3/yYeHUsi, MOTYT TNposBUTLCA 6Gonee 3HaUYUTeNbHble MO60YHbIE 3D(EKTb, B
YACTHOCTU, NULIEHTHbLI U3MEHEHNS,

B cBS3W ¢ 3TUM, HEO6XOAMMO M3GeraTb BO3AeNCTBUSA TaKOTO U3NyUeHNs B TeueHWe 6 Hefenb, Unu,
Mo MeHbLLel Mepe, Nob30BaThCs COMHLE3ALUTHLIM KPEMOM C KO3(MULMEHTOM 3aLLUTLI HE HIMKe
20.

He cnegyeT fonyckaTb NofyyeHUst TpaBM Ha 06paboTaHHOM; yUYacTKe B TeueHue 2 -3 fHeil.

~ Willey et al: Hair stimulation following laser and IPL photo epilation: review o f543 cases and ways to manage it/
Lasers in Surgery in Medicine 39:297-301 (2007).
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«AcknenuoH fensep TekHonomkuc» (Asclepion Laser Technologies)

CwuHue COCyAbl ABNAKTCA pe3y/ibTaTOM pacCllnpeHna BEHO3HbIX KamnwuandapoB C MOHVKEHHOM CKOpPOCTbHO
KpPOBOTOKa. Bofiee KpynHble cocyAbl Ny4ylle pearnpyroT Ha IedeHne 3TUM Nasepom, YemM Mesikue.

Mepepn nasepHoit 06paboTKOV BeH B 06nacTu 6Geaep WAW roneHelr, BCe BeHbl, 0CO6GEHHO 6OKOBbIE BETBM
[0OMKHbI ObITb MPOBEPEHbl HA HanMyuMe BapuUKO30B MeTOAamMy LOMEPOBCKOM AWMArHOCTUKW, WUAW CchepyeT
MPOBECTN XUPYPTrUYECKOE IeYEHNE NN CKNepPOTepanmio.

PeTUKyNsipHble BapUKO3HbIE PacLLUMPEHUs BEH MOTYT MOABEPraThCs a3epHOMY JIeYEHUIO, TOMIbKO €C/IN OHW
NAEHTUDULMPOBAHBI KaK OAWHOUYHbIE BAPUKO3HbIE PACLIMPEHWS, WX €CNW OHU HEe MPOXOAAT ry6oKo.

7.5.2 TlpoTnBONoOKasaHuA

CnegyiiTe  TpoTMBONOKa3aHMAM M3 Pa3fena waswawewse,  “BKAOYAA  MPOTMBOMOKa3aHWa  Ans
nayKoobpasHbIX BEH).

Bonee BbicOKas NAIOTHOCTb 3HEPTUWM, HeO6XOoAMMAs ANA NIeYEHUS AUNATUPOBAHHbLIX COCYAOB, U
6onee WHTeHCcKMBHas abcopbuus u3-3a BeNUYMHbI AMaMeTpa cocyja MOryT Bbi3BaTb 6onee
WNHTEHCMBHbIe NO6OYHbIEe 3h(heKTbl (Hanpumep, N0 CPaBHEHMIO C yAaneHMeM BOIOC).

MosTomy, 3aropenble y4acTKM MM naumeHTbl ¢ Tunom Koxu IV, V unm VI Boobuie He JOMKHbI
MoABepraTbCs Tepanuu.

MonesHas nHpopmayuns
3noynoTtpe6neHne KypeHUeM M/UAUN OXKUPEHUE MOTYT CHU3IUTbL TepaneBTUUECKUI

ahpekT.

7.5.3 B0O3MOXHble MOBOYHbIE 3PDEKTbI

Bonee BbiCOKas MNAOTHOCTb 3HEPTUU, HEOOX0AUMASA A1 NeYeHUs ANNaTMPOBaHHbIX (paclUuMpeHHbIX) COCY/OB,
1 601ee MHTEHCUBHAs abcopbLms M3-3a BEIMUMHBLI AMaMeTpa coCyfa MOryT Bbi3BaTb 60/1€€ MHTEHCUBHbIE
No60YHbIe 3heKTbl (MO CPAaBHEHUIO C yAaneHneM BONOC).

Mo3ToMy [OCTaTOYHOE OXNaXAeHMEe KOXMW, B COOTBETCTBMM C MPUBEAEHHbIM Aanee OMMCAHWEM, SIBMISETCS
abCcoNOTHO HEOOXOAMMbIM U 60/ee BaXKHbIM, YeM A1 NPOLEeAYp YAaNeHus Boioc.

Bce nob6ouyHble 3h(heKTbl ABASAIOTCA MEHee WHTEHCUBHLIMU ANA NAaLMEeHTOB CO CBETNOW KOXel u 6onee
TOHKMMU COCYAaMW, HO CTAHOBSITCA WHTEHCUBHeEe A1 60fiee TONCTbIX COCYAOB U 60/ee TEMHOW KOXU W,
KOHEYHO, ecny MCMOoMib3yeMasi MAOTHOCTb 3HEPrUM ABASIETCH CAWLLUKOM BbICOKOW NS OTAENbHOro cryyvast
(npo6Has npouegypal).

B CcBA3K C 3TUM, UCXOAHbIe 3HAYeHUA A NPO6HOW 06paboTkM KOXM Tuna LU gomkHbl 6bITh HMdKe (6onee
TEMHbIe TWMbl KOXW He AOMKHbI MOABEpraTbCa Tepanuu).

Bo Bpemsi mpoueaypbl, NaLMeHTbl OLLYLAT NOKa/biBaHWEe BMeCTe C TeMmoM. 3TO MOXET ObiTb OLLyLIeHNe
ropeHust B ciyyae 60nee TONCTbIX COCYZOB.

Mocne npoueaypbl MOXET HabMAaThca 3puTeEMa NO MeCTy MPOXOXAeHMs cocyAoB. Ecnm cocyapbl Tosle,
BO3MOXHO TakXke 06pa3oBaHMe OTeKa BAOMb COCYA0B. ITW 3PPEKTbl ABAATCA HOPManbHbIMU U ANSTCA B
TeueHMe Nepuofa OT HECKONbKMX 4acoB A0 2 fHell. VIHOrAa MmosBAsOTCS BOASHble My3bipu, 0bpasyeTcs
KOpKa U BPEMEHHble MUTMEHTHblE M3MEHEHUs, HO 60fiee YacTo, MO CPaBHEHUID C ANWAALMeR (3awmTa oT
ceetal).

O6bIYHO BOAsHbIE MY3bIPK 1M 06pa3ytoLasncs Kopka u3neynBarTcs 6e3 HeraTMBHbIX MOCNEACTBUI B TeUeHue
NPUMEPHO OfHOM Hefenn. TMUrMeHTHble W3MEHeHWs MOryT O0CTaBaTbCA B TeYeHWe nepuoja BNAOTb A0
HECKOJ/IbKMNX MeCSILIEB.

Henpexogsluye NUrMeHTHble M3MEHeHUs 1 py6Lbl MOSBNSAIOTCS KpaliHe PeaKo, ec/i YCTPOMCTBO paboTaeT B
COOTBETCTBUM C MPeAHa3HAYEHNEM, 1, ECNN NTEUYEHVE MHAMBAYabHO NMOA0OPAHO /18 NaLyeHTa.
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«AcKnenunoH Neinsep Tewwtwnoaxuc» (Asclepion Laser Technologies)

7.5.4 MoaroToBKa K na3epHol Tepanumn
B kayecTBe 0653aTeNbHOro npeABapuTENIbHOrO YCA0BUSA, Y4YaCTOK, Ha KOTOPOM [AO/DKHA MPOBOAUTLCS
npoueaypa, fO/MKeH 6biTb OUULLEH. Y aanuTe Takxke cfefbl KOCMETUYECKUX NPoAyKTOB. Bonockl, ecnv oHu
CYLLEeCTBYIOT, JO/MKHbI 6bIThb TLLATENLHO YAaNEeHbI.
Cnegyet cfenatb ()OTOCHUMKM UCXOLHOMO COCTOAHUSA, YTOObI LOKYMEHTanbHO 3aMKCUMPOBATb YCMNELHOCTb
nevyeHus.
Mpoueaypa MoOXeT Bbl3BaTb 60/b, 0CO6EHHO ANs 60nee TONCTbIX COCYyA0B. OfHAKO aHecTe3ns 06bIYHO He
ABNAETCA HEe0OXOAMMON, ecnu mepej MpoLeAypoil M mocfe Hee y4yacTOK 6yfeT LOCTAaTOUYHO OXIKAEH.
icnonb3oBaHWe NOKasbHbIX aHECTETUKOB, TakuX Kak EMLA, He yMeHbLUaeT owyLieHne 60m.
TOHKWIA cnolt npo3payHoro, 6ecLBeTHOro YNbTPa3sBYKOBOro rens [OSXeH ObiTb HaHECEH Ha Y4yacTok
06paboTKM.
MOXHO HaIOXUTb XONOAHbIE TaMMOHbI (M3 XONOAWUNbHMKA, He 3aMOPOXeHHbIe!).

7.5.5 Mpob6bHasa npoyegypa
Ecnu nayneHT npuHUMaeT pelleHne B NOMb3y 1a3epHOr0 NeYeHUs nocse noayyYeHns nHopmalmm oT Bpaya,
nocne aToro B N1060M ciyyae fo/MkHa 6bITb NpoBeAeHa NpobHas npoLeaypa.

M3-3a 6OMbLIOTO KONMMYECTBAa PasNMUHLIX AWAMETPOB COCYAOB, Ha MpakTUKe ONTUManbHas MAOTHOCTb
3HEPTUM MOXKET BbITb HailfieHa TOMbKO 3MMUPUYECKAM MyTeM Npyu 06paboTKe NPOBHbLIX YYaCTKOB, W JOMKHA
6blTb OMpefeNieHa 3aHOBO [/ KaXAOr0 y4yacTKa, Ha KOTOPOM [Apyroii guameTp cocyga (LBEeT/M3MeHeHue

CTPYKTYpbI).

Bonee BbiCOKas NAOTHOCTb 3HEPrUM, HEOBXOAMMAs ANA NeYeHUs AUNAaTUPOBAHHbLIX COCYAOB, U
6onee WHTEHCMBHas abcopbuus M3-3a BEAMUYUHBbI [JMamMeTpa cocyfa MOryT Bbi3BaTb 6onee
WNHTEHCMBHbIe MO60YHbIe 3th(heKTbl (HanpUMep, N0 CPaBHEHMIO C yAaneHnem BOOC).

Mo3ToMy, JOCTaTOYHOE OX/axAeHue Mepes NpPoLeaypoi u nocne Hee SBASETCS OYEHb BaXKHbIM
[NS TOr0j UTo6bl CBECTW K MUHMMYMY N060YHbIe 3heKTbI!

Mocne NOAroTOBKM yyacTKa 06paBoTKKM, MPOGHbLIA y4acTOK, Ha KOTOpoM 6yfAeT nMpoBoAMTbCA 06paboTKa,
npeABapuTeNIbHO OXNaXKAAlOT B TeYeHMe HECKOMbKUX CEKYHA C WMCMOMb30BaHWEM XONOAHbIX TammnoHOB
(npumepHo 4 - 8°C). Mocne 3TOro oxnaxAawLly HacafKy annaukaTopa nepemeLlaroT Hasaj U Brnepej B
NPOA0/bHOM HanpaBfieHWN Haf COCYAOM, KOTOpbI/ 6yayT 06pabaThiBaTh, 663 BO3AeCTBMA N1a3epoM.

Mpo6Has NAOTHOCTb 3Heprum Ana Koy Tuna Il gomkHa ObITb 3afaHa HWXKe, YeM ANS1 CBET/I0N KOXM,
MPOACIKNTENBHOCTL MMMY/bCA - KaK MOXHO KOpOoYe ANS 3afaHHOW MAOTHOCTW A5 MEHbLUMX COCYAOB U
6onee puTenbHOW Ans cocypos 6onbliero pasmepa v koxu Tuna Ill. CkopocTb 06paboTKu, B OCHOBHOM
ncnonb3yemass B Hauvane, ycTaHaBnuBawT paBHoi 0,5 Iy (SPEED). 9Ta HacTpolika MO3BONSET OLEHWUTb
CUTyauuio roc/ie TO/IbKO OLHOr0 UMMy/bca, MOTOMY YTO MOXHO AeaKTUBMPOBATb HOXHYIO Mefanb Mocne
OZIHOTO MMMY/bCA.

Bonee TOro, Yem HWxe CKOPOCTb 06paboTKW, TeM 6Ofblue BPeMs MpefBapUTENbHOMO OXNaXAeHWs Ans
cnepytowein obnactu 06paboTKuM.

JlazepHoe un3nyyeHne MOXET MPUBECTU K CEPbE3HLIM TPaBMaM /a3, , ...

Bo Bpems ceaHca fa3epHoii Tepanuu Bce NuUa, MPUCYTCTBYIOLLME B NMOMELLEHUN, rae paboTaeT

nasep, AOMKHbI HOCUTb OUKM [N1S 3aLUThI F/1a3, B COOTBETCTBUN C UHCTPYKLMAMU, NPUBEAEHHBIMU

BI/IABE 1 exumuecnne aannu e

Bo Bpemsi mpoueaypbl 1 Noce Hee HEO6XOAMMO KOHTPONIMPOBATL 3aflaHHYH MA0THOCTb 3Heprumn! ?
Bcerga Heo6X041MO MPoBEPATh, YTO CUCTEMA OXNaXKAeHUs paboTaeT.

YcTpoiictBo MeDioStar nepeknioUaloT B PeXUM : & » o v C HEOGXOAUMOM NAOTHOCTLIO 3HEPTUN.
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«AcknenuoH Jleinzep TekHonomkuce» (Asclepion Laser Technologies)

Ecnu nocne nposegeHNs npoleaypbl 06paboTaHHbI yyacToK GyaeT NoABepraThCs BO3AeCTBUIO
COMHEYHOTO MU3MYYeHWs,, MOTYT TNpPOSIBUTLCA 60Mee  3HAUMTENbHble MO60UYHbIE 3(EKTb, B
YACTHOCTU, NMUTMEHTHbIE U3MEHEHNS,

B cBA3M C 9TUM, HEO6X0AMMO M36eraTb BO3AeiCTBMS TaKOTO U3NyUYeHUs B TeUeHue 6 Hedenb, Uiu,
Mo MeHbLUeli Mepe, N0/b30BaThCs COMHLE3ALMTHBIM KPEMOM C KO3IDMNLMEHTOM 3anLyThl HE HIKe
20.

He cnegyeT gonyckaTtb NofyyeHus TpaBM Ha 06paGoTaHHOM YUacTKe B TeueHue 2 —3 AHeid.

A

Bonee Toro, nauueHTbl Ha NPOTSXKEHUM HEMNPOAOMKMUTENBHOTO NEpuoAa BPEMEHU AOMKHbI 06X0ANThCS 6Ges
3KCTPeMarbHbIX (U3NYECKUX UM COCYANUCTbIX CTPECCOB, TaKMX KakK Ger TPycLOi, CMOPTUBHbIE 3aHATUS B
(UTHEC-CTYANM, CayHbl, FOpPAYMEe BaHHbI U T.4,

7.5.8 [locnepytoLpe npoueaypbl
Ecnn cocyabl He mcyesnu HermocpeiCcTBEHHO, HAXMUTe MasbLeM Ha COCY[L M NMOCMOTPUTE, TeyeT /I KPOBb
Hasaj, Y4ToObl OLEHUTb pe3y/bTaThl.
B 3aBMCMMOCTM OT pesyfnbTarta NevyeHus, UHAMBUAYANbHON peakunm KOXU U MHTEPEecoB MNalueHTa, MOXHO,
npu HeoOXOAMMOCTW, HaMeTUTb Bpems [ANa fanbHeiwel npouefypbl, ¢ 601ee BbICOKOW MAOTHOCTbIO
3Hepruu.
WHTepBan Mexay ceaHcaMu He AO/MDKeH ObiTb MeHblle 12 Hegenb. W3 0TueTOB cregyeT, UTo faxe uepes
HECKO/IbKO MeCALEB COCY/bl Mcye3aloT. BnioTb 40 3TOro BpeMeHU HeKOTOpble COCYyAbl MOTYT 6biTb TEMHEE,
yeM npexge (koarynsuus kposwu). MNauneHToB HEOOXOANMO NOCTaBUTb B M3BECTHOCTb 06 3TUX (hakTax.
Bonee Tpex npouedyp He MOKa3aHO 1S HOXHbIX BeH. Kak yrnomsaHYyTO, MOXeT ObITb AOCTUTHYT YPOBEHb
yCNewWwHOoCTN, CooTBETCTBYOWMIA 70%.

759 OxugaeMble pe3ynbTarhbl

O)I(M,qaeMble pe3ynbTathbl MNpn ne4yeHUm cocynos:

VccnepgoBaHue MeToanka PesynbTarhbl
K. Kykalova: Vascular WccnepoBaHue, KNMHUYECKUIA ciyyald Onsa rpynnbl 2 CHUXKeHne
treatments with MauneHThl: (hntoeHca ConpoBOX4anoch

YMeHbLeHneM No60YHbIX
3th(heKTOB NPU COXPaHEHUU
BbICOKMX pe3ynbTaTos!

Marsble cocygbr: 1-2 mm

nocne TpeTbel Npouesypbl NOYTH
70% noMIHOCTLIO

MeDioStar high power
diode laser from
Asclepion Laser
Technologies Institute
of Aesthetic

Medicine, Prague,

pynna 1(2001): 9 nayneHTOB B
Bo3pacTe 33-65

pynna 2 (2002): 24 naymeHTa B
BO3pacTe 27-60

doTtoTun Koxu 1-1U

Czech, 2002 MapameTpbl: CKnepo3mpoBanuch 6e3 Bo3Bparta
Mediostar 810 HM. 6 MM (COCYANCTbIN (nocnegHWn KOHTPOAbL 2 MecsALa
HaKOHEYHWK) nocne npoueaypsbl)

®nroeHc ans rpynnel 1 130-150 x/cm”
dnoeHc anda rpynnel 2: 90-100 Dx/cm”
Konnuectso npoueayp: 2-5, uHTepsan 2
Mecsua

MeToauka:

Mpoueaypa BNAOTb A0 NONYYEHUSA
K/IMHUYECKOro pesynbTaTa -
CKNepo3npoBaHus cocysa um
Koarynaumm kposum (MoTeMHEHWe cocyfa)
Cnepytowas npouegypa npy oTcyTcTBuUn
pe3ynbTarta nocne 2 MecaueB
(MHAMBMAYaNbLHO)
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CpepHue cocyfibl: 2-3 MM

nocne TpeTbel npoueaypbl 50%
MOMIHOCTbLIO KOarynuposanuch 6e3
BO3Bpata (NocnegHUin KOHTPosb 2
Mecsla nocne npolenypbl)
KpynHbIe cocyas : 4 MM*
TpebyeTcs 60nee 3 npoueayp,
nocne 3 npoueaypsl Bo3Bpat
okono 70%, LoaTomy TpebyeTcs
6onbLLe npoueayp u 6onee
BbICOKas 3Heprus.

*3ameyaHue:

B pasgene HasHayeHue atoro
PykoBogcTBa npouesypbl €
cocyfamm 6onee 3 MM yKasaHbl
KaK NpoTuBonokKasaHue!
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«AcknenuoH feinsep TekHonomxkuc» (Asclepion Laser Technologies)

8. MMpuHaANEeXXHOCTK

Mcronb30BaHve  MPUHAL/IEKHOCTEA, He MpOLLeAMX TecTMpOBaHME W He  paspeLLieHHbIX

«AcknenvoH Jleiizep TekHonomkmuc M6X» (Asclepion Laser Technologies GmbH) pgna
A CMOo/b30BaHUS C JaHHBIM J1a3epHbIM YCTPOMCTBOM MOXET MPUBECTU K CEPLE3HOMY MOPaXKEHMIO

[71a3 WM 3IEKTPUYECKOMY Yaapy.

[N gaHHOro ycTpolicTBa MCMOMb3YWTE TOMBbKO MPUHALIEXHOCTM U Kabenw, yKasaHHble B

HaCTOsILLIEM PYKOBOZCTBE M0/1b30BaTess.

Bce npuHamnexxHocTM v Kabenu, npefHasHaveHbl TOMIbKO A/19 3TOr0 YCTPOMCTBA UM MOryT

NPUMEHSTLCA TOMbKO C 3TUM YCTPOCTBOM.

Mbl  HaCTOATENIbHO MpeAoCcTeperaeM OT  MCTIOMb30BaHUSA XIPUHAL/IEXHOCTENIS OT  ApYyrX

npou3soguTeneit. [axe eciv OHW CepTUMLMPOBAHBI YIOTHOMOYEHHBIM OpraHOM CEepTU(MKALWN

KaK HeomnacHble Ans NMPUMEHEHNS, «ACKnenuoH fleisep TekHonomkme MvieX» (Asclepion Laser

Technologies GmbH) He HeCeT HVKaKoli OTBETCTBEHHOCTU 3a UX NMPUMEHEHNE.

Mo 3anpocy, «AcknenvoH Jleiisep TekHonomkmc M6X» (Asclepion Laser Technologies GmbH)
NpeaoCTaBUT BaM OOHOB/EHHBIA CTIMCOK.
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«AcknenuoH Jleiizep TekHonomkuc» (Asclepion Laser Technologies)

9 Unctka n gesnHpekynsa

9.1 O6Lme npasmna

YCTpOICTBO

A

Nazep paboTaeT C /MHEMHbIM HanpshkeHueM. CyLLeCTBYET PUCK MOP&KEHUS 3/IEKTPUYECKUM
TokoMm!

OTcoevHNATe NIMHENHBIA Kabenb MATaHUA OT CETEBOW PO3ETKM, YTOOLI MPepBaThb MOABOL 3HEPruv
K CrcTeMe, NMpexze YeM NpUCTynaThb K paboTe Mo OYMCTKE.

Morb30BaTe/lb MOXET MPOBOAUTL OUMCTKY TOMBKO HapY>KHbIX MOBEPXHOCTEN CUCTEMBI.

L5 4ACTKN 1 Je3vHgEeKLMM [OMYCKAETCA MCMOMb30BaHUE TO/LKO ClIErKa YBTaKHEHHbIX MAMKUX
canetok, Hanpumep, «KogaH» (Kodan) nin «Bbauwnnon» (Bacillol). 3anpelaetcs npoBoguThb
OUMCTKY B/IKHOM TKaHbIO U/ pacriblieHVeM Ae3VHPULMPYHOLLMX CPEACTB.

YCTpOINCTBO CrieayeT ouniwaTb WM Ae3MHMUMPOBaTb, MO KpaidHeli Mepe, €XeAHEBHO MOCMe €ro
MCMO/b30BaHWS. ECM YCTPOICTBO He UCMOMb3YETCs KaXKAbIA AEHb, €ro CnefyeT HaKpbITb YMCTOM TKaHbHO.

MeToavika nNpoBeaeHYS:

* BbIK/HOUMTE YCTPOICTBO BbIK/KOHATENIEM C K/HOHOM W BbIK/IHOYaTENeM NuTaHus. OTK/IH0UMTe YCTPOCTBO
OT CeTW, BbIHYB Kabeslb NUTaHNs 13 3/IEKTPUYECKOI PO3ETKN.

* HageHbTe 04HOPa30BbIe MepyaTkul.

* Bce [OCTyrHble BHELLHME MOBEPXHOCTW OUMLLIRIOTCS C MOMOLLBIO Crierka B/IaXKHOM MAFKON CaneTKON.
[Mpy O4MCTKe, COBAMHEHMS Ha 33HEV CTOPOHE YCTPOICTBA NPOMYCKaATe.

o [na ypaneHust CTOVKMX 3arps3HeHUin ucrnonb3yiite cangeTkm «KogaH» (Kodan) wm  «Bauunnon»
(Bacillol). Abpa3nBHble CpeacTBa He JOMKHbI UCMO/b30BaTLCA!

» T[locne 3toro, BCe [OCTYMHble BHELLHWE MOBEPXHOCTW TLUATENbHO MPOLE3VHPULMPYIATE CcandeTkamu
«KopgaH» (Kodan) wm «baumnnon» (Bacillol).

CobrntofiaiiTe MHCTPYKLWN MPOV3BOANTENEN AENHIEKLMN.

Mpu Ae3nHEKLMA, COEANHEHUS Ha 3aaHEV CTOPOHE YCTPOICTBA MPOMYCKaiATe.

Bo3aepxvTech OT MCMO/b30BaHWA arpecCuBHbIX Ae3MHMULIMPYIOLLMX CPEACTB.

Annavkaropsl

A

KOHTaKTHasi MOBEPXHOCTb anr/iMKaTtopa KOHTaKTUPYET C KOXei naumeHTa Bo Bpems npoueaypbi!
CyLLECTBYET PUCK MNepeHoca MUKPOOPraH3MOB.

JeTanun anninkatopos HEO6XOAMMO TLLATE/bHO OUMLLATL U AE3NHPULMPOBATL BPYUHYHO Cpasy e
Moc/ie MCNo/b30BaHNA Y Nepes, NpUMeHeHNeM Ha MauyieHTe.

Ecnm nosensieTcsi HEO6XOAUMOCTb OUMCTKU YCTPOMCTBA B BPEMS MPOLEAypbl, ero HeobXoamMmo
nepekntountb B pexxum OXXNOAVNA, npexae yem mpucTynatb K paboTam no oumctke! He
VCMOoNb3yWATe CMPT WK M30MPOMNMIOBLIA CMPT BOIM3M MeCTa MpoBeAeHUs NpoLeaypbl, NOTOMY
4TO 3TO 0BYC/IOBNMBAET PUCK BO3rOPaHKs, eC/iv NOC/Ie 3TOr0 aKTUBUPYHOT flasep!

MbUb, OCEBLLAA Ha OMTUYECKYHD MOBEPXHOCTb, MOXET 3aropeThbCs MO BO3AEMCTBMEM /1a3epHOro
V3MyYeHNs 1 BbI3BaTbL MOGOYHbIE 3(EKTLI, TaKVe Kak MOKpacHeHWe, BO3MOXHOe 00Opa3oBaHve
BOZAHbIX My3bIpel, 06pasoBaHme KOpKW, peako pyoupb!!

ObecrieybTe, YTOObI BCE AOCTYMHbIE OMTUYECKME MOBEPXHOCTU He OblN MOBPEXAEHHBLMIN U ObU
YVCTLIMW MOC/IE MPOLECCA OUMCTKM 1 OCTABA/ICb YMCTLIMI BO BPEMS MPOBELEHNA MPOLELYPbI.
HeobxoanMo CriefoBaTb MHCTPYKLUMAM MO MPOBELEHWIO MPOLEAYP, MPYBEAEHHDBLL B CMeLyHOLLMX

pasgenax.
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«AcknenuoH Jlezep TekHonomkuc» (Asclepion Laser Technologies)

9.2 O6LMe peKOMeHAALMM N0 YMCTKe 1 Ae3NH(EKLMN annIMKaTopoB

BaxxkHas nHdopmaums

3anpeLLgeTcs NPOBOAWTL OYWCTKY anm/IMKaTopoB B/I&XKHOW TKAHBIO WM MOf, CTPYein BOAbl Wi
pacribLLEHMEM [e3VHPMLMPYIOLLMX CPEACTB. JTO MOXET MPUBECTU K PaspyLLEHWIO BHYTPeHHeN
OMTVKM W 3MIEKTPOHMKKW. CrieflyeT UCMo/b30BaTh TOMBKO BfiakHble candetkn «KopaH» (Kodan)
i «baupnnon» (Bacillol). (Annimkatopbl MOXHO MOBPEATb CWU/bHBIMA KUCOTHBIMA W
LLEMOYHbIMY pacTeopamm!)

ANMMKaTOPbI HeMb3a CTEPUN30BATb.

Uacto npoBoguMMas uMCTKA W [Je3MH(MEKUMS OKasbiBaOT HEe3HauWTeNlbHOe B/MAHME Ha
annmkaropbl. LiBeta moryT ctatb 60/iee CBET/IbIM, WM M3MEHUTbCH, HO 3TO He B/IMSIET Ha
JKcnyarauyto.

OKOHYaHVie CpoKa CnyxObl U3Ae/msa 00bIMHO OMPEAensieTcss M3HOCOM W MOBPEXKAEHUAMM,
00YC/OB/IEHHBIMW €r0 3KCrUTyaTaLyiei.

Ecnm annimkaTopb! He UCMO/b3YHOTCA B TEUEHVE /IUTENBHOIO Neproga BpeMeHn, X HeOOXOAMMO
3aLLMTUTL OT 3arps3HeHmns

NHCTPYKLUN

Pabouyee MecTo Pabouee MeCTO [O/MKHO ObITb YMCTLIM W MPOAE3VH(PULIMPOBAHHLIM BCe
HeOBXOAVIMbIE UHCTPYMEHTbI JO/DKHbI ObITb B HA/IMUN.
O6opyLoBaHVe: HeTkaHble canteTku; MUKPOhBpoBbIe CaNieTKM,
rnocTas/sieMble «ACK/envoH» (Asclepion) wm vmicTaLme candeTkm L
OYKOB TaKOr0 »Xe TUMa; Ae3MHMLMPYIOLLVWe candeTky (Harpumep,
«KopaH» (Kodan) nnmn «Baupnnony» (Bacillol); OgHopasosble nepyaTku.

lMoaroToBka K UMCTKe Annapar [0/MKeH ObITb BbIK/IOYEH.

UmncTKa annMkatopoB [0/KHa NMPOBOAUTLCS KaK MOXHO CKOpee rocrie
ero aKcryarauum (B TedeHme 30 MAHYT).

BckpbITre nv pa3bopka anmninkaTopos 3arpeLLeHa.

EMHCTBEHHOE UCK/THOUEHNE:

Ona annnvkatopa XL OTCOeAVHEHVe HakOHeuHVKa OT Kopryca /1A
M3MeHEeHWs Pa3MepoB NATHA (CM. T1aBY «p acot a yor poicrt sa / 3amena
annaimkaT opa M M3MeHeHMepasMepa NAT HAa Ha annnamkaT ope XL»).

He sBnfeTcd HW HEOGXOAVIMbIM, HU PEKOMEHAYeTCA OTCOEAUHATb
anmnmKarop OT YCTPOWCTBA /15 OUUCTKM U AE3NHIEKLINN.

Jla3epHblil annapar Ao/mkeH ObiTb PacronoXeH TakuM 00pasoM, YTOObI
HaxXoAMTbCA B HEMOCPEACTBEHHON 6/M30CTM K pabodeMy MmecTy. [Mpu
HeoBXOAVIMOCTH, [1A 3TOT0 MOXHO OTCOEAUHUTBL BUNKY. Ternepb MOXHO
MPOM3BOAMUTBL YUCTKY, NMOCKO/bKY [J/IMHA LLY1aHra anmnamkaropa rnossosnseT
aTo.

HageHbTe nepyatku.

[0 Hauyana YMCTKM anmMKatop He HY)XHO YAa/iATb W3 [epKaress.
MpoYHO YAepKUBaiiTe ero OAHON PYKOI (B MepyaTke) 3a PyKOATKY Ha
MPOTSDKEHMM  BCErO  Mpouecca, B TO BpeMs Kak [Jpyroid  pykoi
MPOV3BOAVTE YNCTKY W Ae3VMH(EKLMIO. 3TO NPeAoTBPaTUT anminkarop ot

nageHs.
Yucrka: 1 [Mpouepypa gna Kopnyca annankaTopa:
BPYUHYHO JocTyrnHble NoBepxHOCTY Kopryca anmn/vkaropa u

OX/TKAAMOLLIEr0 HaKOHEUHMKa CHaYana OumLLHoT rpy6o OT refnis ¢
MOMOLLbHO HETKAHOM caneTky. 3aTeM OUULLAKOT Crierka
YBNaXHEHHON TKaHbH WK candeTKoi. TkaHb He JO/KHa ObiTb
MOKPOIA, U C Hee He [I0/MKHbI CTeKaTb Karvi.

Bbl MOXeTe MCMoMb30BaTh AE3VMHDMLVPYHOLLME CanteTKu A/1d
YAANEHNS CTOMKMX 3arpsisHEHNIA.
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UneTka:
aBTOMATMYECKas

[JesvHdexupn

Crepunmzaums

XpaHeHve n
TPaHCMOPTPOBKa

«AcknenunoH feinsep TekHonogkuc» (Asclepion Laser Technologies)

2. Mpouenypa 415 ONTUYECKNX NOBEPXHOCTEN HAKOHEYHUKOB U
ONTUYECKMX NOBEPXHOCTEN annankaropa XL, KoTopble AOCTYMHbI NOc/e
OTCOEAVHEHVSI HAKOHEYHWKa:

JocTynHble oNTUYecKue NOBEPXHOCTY AOMKHbI BbITb a6COMOTHO YNCTBIMM.
CHavasta, Ha NMoBEPXHOCTb HY)XXHO MOABILLATB, & 3aTEM OUYMCTUTBL TKaHbLIO 13
MUKPOUOPLI.

B cnydae cinbHbIX 3arpsa3HEHNIA, CHavaia UCMosb3yiTe Ae3MHLMPYIOLLYE
canheTKu, 3aTeM MUKPO(MOPOBYHO TKaHb.

He nouapanalite onTuyeckme noBepxXHOCTY.

HeBo3MO>KHa 1 3anpeLLeHa.

Mocne OYMCTKM  [OCTYMHbIE HapyXXHble MOBEPXHOCTU  [O/MKHbI  OblTb
NPOAE3VH(MLMPOBaHbI C MOMOLLBIO AE3VHMUMPYIOLLEA TKaHW (Hanpuviep,
TKaHb «KogaH» (Kodan) wm «Bauywnnon» (Bacillol). He nouapanaiite
OMTUYECKME MOBEPXHOCTW. Bu3yasbHO MpoBepbTe KX 6e3  Kakux-nmbo
VHCTPYMEHTOB (CMOTPWTE Ha OMTUYECKVIe MOBEPXHOCTU MOPU30HTA/IbHO).

HeB03MOXXHa, He TPeGYETCs 1 3arpeLLeHa.

[eTtann fO/mKHbI XpaHWUTLCA U TPaHCMOPTMPOBATLCA B YMCTOM COCTOSHN 1
ObITb 3aLLMLLIEHHBIMM OT 3arpsisHeHUs: ObecrnedbTe, YToObI COBNOAANNCH
MapameTpPbl COOTBETCTBYHOLLMX A0MYCTUMbK OKPY)KaOLLMX YCMOBWIA,

yHAaaw b Xxb rnase TexHudyueckue AaHHBL e

[Mocrie TOro Kak 06paboTKa anm/MKaTopa 3aBepLUeHa, MPOJO/HKAIOT YAEPXKMBATL €ro, NMoKa Bbl OUMCTUTH W
MPOAE3VHAMLIMPOBATbL [IEPXKATENb anr/IMKaTopa Ha YCTPOICTBE, KaK OMMCaHO 1S Kopryca anm/MKaTopa.
Tonbko Mocsie 3TOro anr/MKaTop CriedyeT YCTaHOBUTb B JepaTefb Ha YCTpOMCTBE [yisi Ge30MacHoro

XPaHeHWs.

V3rotoBuTenb MOATBEPAWN, YTO BbILLENPMBEAEHHbIE MHCTPYKUMK MPUTOAHbI ans noaroToBku AgTanel
BCMOMOraTe/lbHOro 060pYy40BaHKA K UX NMOBTOPHOMY WCMO/b30BaHUIO.

KoHTaKTHasi NOBEPXHOCTb anm/nKaTopa KOHTAaKTUPYET C KOXKeli NaupyeHTa BO Bpems NpoLeaypb.

o, 3aHMMAIOLLEECH OYMUCTKOWA, HECET MO/HYK OTBETCTBEHHOCTb 3a TO, YTOObI (PAKTUYECKM
BbINO/THEHHbIE PabOTbl MO OYMCTKE U AE3UHDEKLMM C NMOMOLLBIH0 060PYA0BaHUS 1 MaTeprasioB U C
NPVIB/IEYEHIEM COOTBETCTBYHOLLIErO MePCcoHasa 06ecrneymnm noyyeHie XxenaembK pesy>KTarTos.

O6bI4HO TpebyeTCs Y3aKOHEHHbI MOHWUTOPUHI npoueayp. CneayeT Takke MPOBOAWTL OLEHKY
apekTa 1 oTpMLaTeNIbHbIX MOCNEACTBUIA KXKAOMO OTK/IOHEHMS OT NPeLCTaBNEHHbIX UHCTPYKLUNA.

O6paboTKa MOXET OCYLLECTBNATLCA TONbKO 06YyUEHHbIM M YNOMHOMOYEHHbIM NEPCOHAIOM.

Mpoun3BoAnTENb HE HECET OTBETCTBEHHOCTM 3a /106bIE NPSMbIE NN KOCBEHHbIE YObITKU, €CN
06paboTKa bblna NPon3BeaeHa HenpaBusIbLHO.
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«AcKnennoH fensep TekHonomkuc» (Asclepion Laser Technologies)

9.3 CneymanbHble peKoOMeHZaumMn rno YNCTKe N Ae3NHMeKLnM anninKaTopoB

OCHOBHOI KOpryc anmnmkaropa

JNa3epHbili HAKOHEUYHMK

OnTnyecKass KOHTaKTHasA MNOBEPXHOCTb Ha

Na3epHOM HaKOHEYHUKE

Ox/iakaaroLLas Hacaaka

i’

PrcyHok 50: Annnmkatop ST

Kopnyc
annvkaropa

BHyTpeHHVe OMTMYECKMe MOBEPXHOCTM
annnmkaropa XL 1 HaKoOHeYHMKOB flasepa

PucyHok 51: Annnmkatop (cnieBa) ¢ HakoHeuHKoM XLL (ceepxy) u XLS (BHM3Y)

Bo Bpems nporeaypbi:

[MNoBepxHOCTL
OMTNYECKOro
KOHTaKTa
(candomp)
HaKOHEeYHMKa
nasepa
OxnaxkaaroLLmiA
LLyn (Takoke ¢
OX/TKAEHVEM

candwmpa)

Mpy MCMOMb30BaHM PEKOMEHIOBAHHBIX TEXHWYECKVX MPUEMOB, OMTUYECKME KOHTAKTHbIE MOBEPXHOCTM
Na3ePHOr0 HAKOHEUHKA, B 3HAUMTE/LHOI CTEMEH!, XOPOLLO 3allyLLEHbI OT 3arpsi3HeHMs. TeM He MeHee, X
CneflyeT COAEPKaTb B YMCTOM COCTOSIHUM TakKe M BO BpeMs MPOBEAEHWs MPoLeaypbl (B YacTHOCTM, Mpu

00paboTke 60/1ee TONCTLIX 1 TEMHbIX BOSIOC)!

Mo 3ToiA MpUUMHE, HEOOXOAVMO PErynspHO MPOBEPSTL COCTOSHME OMTUYECKON KOHTaKTHO MOBEPXHOCTU 1
OUMLLIATb €€ C MOMOLLH YMCTON, 6e3 BOPCOBOIA BIaXKHONM TKaHW. Bbl MOXETe, Hanprmep, BbICTPO NPOTEPETh
MOBEPXHOCTb TaMMOHOM KedKbliA pa3 Moc/ie /ia3epHoi 00paboTKM NIMHWW, MPEeXe YeM MepexosuTtb K
NasepHO 00paboTKe CReayHOLLEi MHAN. 3Ta METOAMKA NO3BOMSET UCK/HOUMTb MPUropaHMs BO3MOXHOIO

CYLLIECTBYHOLLIEr0 3arpsisHEHVS NMPU NPOLO/DKEHNM NTa3epHOI 00paboTKM.

BHYTpeHHME OMTWYECKME MOBEPXHOCTU JO/DKHbI  COOEPXATbCA B UMCTOTE MpY 3aMeHe a3epHbIX

HakOHeYHVIKOB annnkaropa XL.
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«AcknenuoH Jlensep TekHonomxuc» (Asclepion Laser Technologies)

10. Coo6LeHns 06 oLnbKax 1 ycTpaHeHNEe HEUCNPaBHOCTEN

Nazep paboTaeT Npy NIMHEAHOM HaNPsHXeHUM U U3NyYaeT MHQpakpacHoe n3nyyeHuie. CyLecTByeT
PVCK yAapa TOKOM Y MOBpeXKaeHWA ras3!

MpoLesypb! NMoUCKa HEWCMPaBHOCTEN, YKa3aHHbIe HUKe [OMKHbI HEYKOCHUTEIbHO COG/HOLATHCS.
JNioboe OTKNOHEHVE OT YKa3aHHbIX METOAMK W, KOHEYHO, /itob0e BCKPbITWE YCTPOWCTBA WA
ann/JnKaTopoB 3anpeLLeHo (KpoMe 3ameHbl J1a3epHbIX HaKOHEYHUKOB As anrnmkaropa XL).

BAXKHAA NHOOPMAL A

HenpaBuibHOE WCMOMb30BaHNe WM TEXHUYECKOe OOC/Y)KMBAHWE /1a3epHOM CUCTEMbl MOXET
@ MPVMBECT K MOTepe rapaHTUW, MPefoCTaB/IseMOn «AcKienuoH fleisep TekHomomkue MveX»
(Asclepion Laser Technologies GmbH).

Mo MtobbIM BOMpOCaM, He YKasaHHbIM B JaHHOM PYyKOBOACTBE, 06paTUTeCh K MPEACTaBUTENHO MO
06C!'Iy)KVIBaHVII'O K.I'II/IeHTOB (CMOTle pa3,qeﬂ r(zXHquCKOﬂ noapep> Ka nonb3oBaT ensa (cepsuc)).

10.1 O6wasn nHgopmaums

Ecnv annmapat He pearvpyeT Ha NnoBopoT K/koYa B nosokeHne BK/TKOUEHO, ybeautecs B
ClIeLlytOLLEM:

1 Annapar BK/IKOUEH B CETb MUTaHNS.
2. OCHOBHOI1 BbIK/HOHaTE b Ha 3aHEV MaHeM annaparta HaxoavTes B nonoxeHnn BK/TKOUEHO

3. ABapuiiHbIi BbIK/HOUaTe b N1asepa pasb/iokvpoBaH. ECm OH 3a6/10K1poBaH, NMOBEPHUTE KPaCcHYHO

PYUKy aBapuIAHOTO BbIK/THOUEHVIS MPOTUB YaCOBOW CTPENKM AI0 TEX MOp, MOKa NePeKoUaTe b He
BbIMPLITHET.

Kak oTmeyasioch BblLLe, MPOrpamMmMHoe 06ecriedeHie Hanpas/iseT Balum AeiicTBIA MO YCTPaHEHWO
HEMCrPaBHOCTEN NOCPEACTBOM COOBLLIEHMIA, 0TOBPpaXKaeMbIM Ha AVCTIIee.

Communttatitsn B master stave

incoraptete or ro packet rsceived. please restart me
tSevte. (frme error persists c%Sservioe.

PucyHok 52: CoobueHne o6 owmnbke (npumep)

MpY BOHUKHOBEHWN KaKO-IM60 HEMCMPaBHOCTU Ha AMCriiee MOsSBUTCS COOOLLEHVE 06 OLmbke C
MOACHEHWAMY  OTHOCUTE/IbHO [Ja/lbHELLMX [e/CTBUA. HeKoTopble HeucrnpaBHOCTM MOryT ObITb
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«AcknenvoH feinsep TekHonomxkuc» (Asclepion Laser Technologies)

B03MOXHble HencrnpaBHOCTH

OTCyTCTBYET NUTaHWe MpoBepbTe, MOAK/KOUEH NN Kaberb MUTaHS K PO3ETKE.
YCTaHOB/IEH /1N NepeKtoHaTeslb B NosoxeHue «I» nin (BknoveHo)?
MpoBepbTe, He HaXKaTa SN KHOMKA aBapUiAHOTO BbIK/HOHYEHWS.

[MpoBepbTe MPeLOXPaHUTENIM BHYTPEHHEN CUCTEMbI 3/IEKTPOMUATAHWA.
®PyHKUMOHAbHbIE HevicnpaBHOCTb Ka/IMGPOBKY CEHCOPHOIO AUCTIIEN.
KNaBuLWLM aucnnes He
0TBEYalOT Ha HaXXaTus KanmbpoBka [O/KHa NPOBOAMUTLCS aBTOPM30BaHHLIM MHKEHEPOM MO
(UM OTBEYAKOT YaCTUYHO)  06CNY>KMBaHWIO. OBPaTUTECh K MOCTaBLUMKY WM HampsMyro K
«AcknenvoH Jleinzep TekHonompkmuc Tm6X»  (Asclepion  Laser
Technologies GmbH)  (CM.  [l@BY  texwuueckan noanepx xa

nonb3oBaT ena (cepsuc))

NaszepHoe n3nyyeHne [MpoBepbTe HAAEXXHOCTL NOAK/HOHEHUS Kabens HOXKHOM Nesau.
OTCYTCTBYET NPW HaXATOM
neganm AnnapaT HaXoUTCA B PeXXUME s + a v o s v (OdkMdaHKe). Ana

NEePEKOYEHNS B PEXUM r & a o v ([OTOB) HXKMUTE KHOMKY R & A b v .
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«AckKnenuoH fensep TekHonomkmc» (Asclepion Laser Technologies)

11. TexHmyeckasa nogaeprkka nosibzoBartend

Nazep paboTaeT ¢ /MHelHbIM HanpsbxeHveM. CyLLECTBYET PUCK MOPaXKEHWS AMIEKTPUUECKAM TOKOM
W oBpeXaeHns rras!

He oTKpbIBaiiTe YCTPOWCTBO M He MbITalATeCh CAMOCTOATE/IbHO NMPOU3BOAUTL PEMOHT YCTPOICTBA, B
CIy4ae HeMCrpaBHOCTM Nasepa.

YCTPOIACTBO He COAEPXUT BCTPOEHHBIX YacTel, 06Cy X/BaEMbIX MO/b30BaTE/EM.

K 06Cny)KMBaHUIO  YCTPOICTBA  [OMYCKAOTCA TOMbKO UHXEHepbl, ABNAIOLLMECS  HALLIMMM
COTPYLHMKAMM W MHXEHEPbI, 00yYeHHble ¥ YNO/IHOMOYEHHbIE HaMW. 3TO XKe OTHOCUTCH K
MpeSnMCcaHHbIM eXXerofHbIM NPoBepKaMm 6e30MacHOCTY.

Mpn nNpoBeseHU NPOLeAypPbl anMIMKaToOp KOHTaKTUPYET C TPaBMMPOBAHHON KOXEW MavyeHTa.
CylLLIECTBYET PUCK MEPEHOCa MUKPOOPraHW3MOB.

Mp1 HEO6XOAMMOCTI OCMOTPA WM PEMOHTA anr/ILLCaTopOB, UM OCHOBHOTO 6/10Ka YCTPOICTBA B
MEAMLMHCKOM YUPEXAEHAM W Y MPOV3BOAWTENSA OHW [O/DKHbI OblTb 3apaHee OYMLLIEHbI U
NPOAE3NHPULMPOBaHb! |

Ecrv Bam TpebyeTcs MOMOLLp TEXHWYECKOW CryObl, 0OpaTuTeCb MO agpecy W TenedioHy,
MpMBEfeHHbIM Hbke. [pu 06paLLieHn B MPeLCTaBUTENbCTBO «ACKNENOH Jlelisep TeKHOMOMKMC
MmEX» (Asclepion Laser Technologies GmbH) Bcerga ykasbisalite Mofenb U CEPUHBIA HOMep
annapara. 3TV [aHHble yKasaHbl Ha WAEHTU(MKALIMOHHON Tabnmuke, PacronoXeHHOW Ha 3adHel
MaHenv annapara.

«AcknennoH Nensep TekHonoaXunc Fmo6X»
(Asclepion Laser Technologies GmbH)
Bptoccenep WTp., 10

D -07747 NEHA

fepmaHnga

www.asclepion.com

OTaen pa6oTbl C KNWEHTAMWU:
Ten.: +49 (0) 3641 / 7700 - 401
dakc:+49 3641/7700-402

OneKTpoHHAasA nouTta: service(Nasclepion.com

MoxanyiicTa, UMeliTe B BIZY, YTO NMPOV3BOANTE b, MOCTABLLVK MM MMMOPTEP HEe CUMTAOT cebst
OTBETCTBEHHbIMV 33 6E30MaCHOCTb, HAAEXKHOCTb 1 KCTUTyaTaLMOHHbIE Ka4ecTBa annapara, ec/v He
BbINO/HSKOTCA CIEAYHOLLME PEKOMEHALIN:

* YCTaHOBKa, HaCTPOIKa, MOAEPHU3ALIMA UMK PEMOHT AO/DKHbI BbINO/HATLCA aBTOPU30BaHHbIM
KOMMaHwei NepcoHasiom.

* DneKTpoobopyaoBaHMe KabWHETa OMKHO COOTBETCTBOBATL TPeboBaHMsAM IEC 64 ¢ yueTom
MOMpaBoK.

* Annapat UCro/ib3yeTcs B COOTBETCTBUM C MHCTPYKLMAMM, NPUBEAEHHBIMA B HACTOSALLEM
PYKOBOACTBE.
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«AcknenunoH Neisep TekHonoaxuc» (Asclepion Laser Technologies)

12. TexHu4yecKoe ob6cny>kmBaHme, NpoBepkKa 6e30nacHOCTU N KasiInbpoBKa

J'Iasep HE COAEPXUT HMKaKNX BCTPOEHHbLIX KOMIMOHEHTOB, Noaexatlpx O6Cf|y)KI/IBaHVII-O MNo/b30BaTeNIEM.

MpeaynpeXxaeHve - Vcnonb3oBaHMe MHbIX YCTPOWCTB YMPaB/IEHNS WM UHOe OCYLLECTB/IEHME
PEry/MpoBOK WX UHOe BbIMNOSHEHME MPOLIEAYP, YeM YKasaHHble B JaHHOM [OKYMEHTE, MOXeT
MPMBECTM K OMAacHOMY BO3AEMCTBMIO U3/TyHEHNS U NMOPAKEHNIO 3IEKTPUYECKVIM TOKOM.

JNio6oe OTK/IOHEHVe OT YKa3aHHbIX METOAMK W, KOHEYHO, /1t060e BCKPbITUE YCTPOWCTBA WK
anmn/MKaTopoB (3a UCK/TKOHYEHVIEM 3aMeHbl HAKOHEYHIKOB annnkaropa XL) 3arpeLLeHo.

Mepep, obcnyxvBaHeM HeO6XOAMMO OTK/KOUMTL YCTPOWCTBA OT CETU OTCOEAMHEHVEM Kabenst
MUTaHUS OT PO3ETKU.

K 06Cny>V1BaHNIO YCTPOICTBA [OMYCKAOTCA TOMbKO WHXEHepbl, ABNAIOLLMECS  HALLWIMM
COTPYAHVKAMN WM WMHXEHEPbI, 00yYeHHble W YMOTHOMOYEHHbIE HaMW. 3TO >Xe OTHOCWTCH K
MpesnvcaHHbIM - eXXerofHbIM NpoBepkam  6e30MacHOCT U Ka/MOpoBKe. JTO e OTHOCUTCH K
MpeLnvcaHHbIM EXXerofHbIM NpoBepkam 6e30MacHOCTU U Ka/IMOPOBKE.

Kpome TOro, /mua, OCYLLECTBASAIOLME OBCNY>KWBAHWE [O/DKHbI WMETb  HeobXxoavmoe
obopyfoBaHve (Harpumep, NasepHble M3MepUTe/bHble MPUBOPBI, NpeHasHaveHHble /19 3TOro
Nazepa). PaboTbl MO 0GCNYXMBAHWIO A0/MKHbI ObITb BbINOMHEHbI MPaBAMBHO M LO/MKHBI ObITh
38/10KYMEHTNPOBAH.

PaboTbl MO OGCMY)KMBAHUKO W PEMOHTY YCTPOIACTBA, TPEOYHOLLME €ro BK/HOYEHMS, AOMKHbI
MPOV3BOANTLCA B 30HE Nasepa. [o/mkHbl 6bITb COO/HOAEHbI BCE MPELOCTOPOXKHOCTH, YKasaHHbIe B
pa3zene besonacHocTs/fTasep.

HevicnpaBHble 1y MOBPEXAEHHbIE Y3/bl AO/MKHbI ObITb HEMEL/IEHHO 3aMeHeHbl. Vicnonb3yiiTe
TO/bKO 3aracHble YacTu, MocTaBnseMble «ACKenvoH Slelizep TekHonomkuc» (Asclepion Laser
Technologies). Be30nacHOCTb He rapaHTVPYeTC MPX UCMO/b30BaHUM 3aracHbIX YacTel Apyrux
MPOV3BOAUTESEN, [AXe €C/IA OHN CEPTUNMLIMPOBAHD.

Jrobas moavdmKaLms YCTPOIACTBA CTPOTO 3arpeLLeHa.

C/LLIKOM BbICOKas BbIXOfHast MOLLHOCTb fla3epa MOXKET BbI3BaTb MOGOUHbIE 3heKTbi!

BbixogHast MOLLUHOCTb TepaneBTMYECKOro /lasepa [AO/DKHA MPOBEPSTLCS  OGCY>KMBAHOLLWM
TEXHKOM «ACKnenvoH Jleiisep TekHonomkuc MvioX» (Asclepion Laser Technologies GmbH) wm
KBa/IM(PMLIMPOBAHHBIM TEXHUKOM AMCTPMOLIOTOPA B pamMKax MpPOBEPKM 6GE30MacHOCTU He pexe
OQHOr0 pasa B rof, Take MpyY HeOOXOAMMOCTM HeOBXOAMMO MPOBOAUTL  KasivBPOBKY
YCTPOVACTBa. Pe3ynbTaTbl MPOBEPKM [O/MKHbI ObITb [OKYMEHTVPOBaHbI B YYETHOM >KypHasne
MEAMLIMHCKOTO YCTPOIACTBA.

[Mocrie KanmbpoBKY CrieayeT NPOBECTU O4YeHb akKypaTHO MPOGHYHO NPOLEeaypy.

BronHe BO3MOXHO, YTO peabHas MIOTHOCTb 3HEPrMM OyAeT HEMHOrO Bbille, YEM paHblLe
(OTHOCWTENBHO 3aBOACKWX HACTPOEK), AaKe A1 TeX XKe HaCTPoeK. TEXHWYECKWIA MepcoHa
[O/MKEH MPOVH(OPMIPOBATL CYLLECTBYET /I OTK/IOHEHWE MOC/Te Ka/MOpOBKW. TO e camoe
OTHOCUTCS! K YMCTKE anm/ivKaTopoB.

BAXKHAA NHPOPMALNA

MCMO/b30BaTb TOMBKO OX/IKAAIOLLYI0 MUAKOCTb, CreuManbHO  pa3paboTaHHyt0  KOMMaHuel
«AcknenuoH» (Asclepion) ansa aToro ycTpoiicTea (3almTa OT KOppo3uK, aHTMbaKTepuasibHas,
aHTUPU3, 3PMEKTVBHOE OXNXKAEHME)! OTY OXNDKAAIOLLYH YKUAKOCTb HEfMb3A CMELUMBATL C
JMCTUNIMPOBaHHON BOJONA. MoxanyiicTa, 06paTuTe BH/MaHWE Ha COOTBETCTBYHOLLME STUKETKU Ha
YCTPOIACTBE (CM. PASAEN v ¢ awosxa / 3wasku waycr poiict se).

@ UTo6bl rapaHTVMPOBaTb BbLICOKYHD HaAEXHOCTb W [/ATENbHbIA CPOK CyXObl, HEO6XOAMMO
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«AcKnenuoH feinsep TekHonomkuc» (Asclepion Laser Technologies)

Xupgkoctb 1 nap BC4 ABNAKOTCA TOPHOYMMM BELLIECTBAMM W BbI3bIBAIOT CU/IbHOE PasfpaXeHuve
rna3. BC4 Heo6xoouMO [epXKaTb BOAIM OT WUCTOYHWKOB Tersia, ropsumx MOBEPXHOCTEN, VICKD,
OTKPBLITOrO OTHA W APYIMX WCTOYHMKOB BOCI/IaMeHeHus. 3arpeLlgeTca KypuTb v Tapa ¢ BC4
[O/MKHA XpaHUTbCA 3aKpbITO. B yacTHOCTM, nocnie 3anonHeHus ycTpoiictBa BC4, napbl
[O/MKHbI  ObITb  YAasieHbl MOMHOCTLI0 € MOMOLLBKO  BEHTUNALMK, TPeXae 4eM Jiasep
aKTVBMpPOBaH!

Bo Bpemsa 3anosiHeHns A0/MKHa ObITb CMO/b30BaHa 3aLLMTa /1a3/3aLLmTa ug.

B cnyyae noriagaHusa xuakoct wiv napos BC4 B rnasa, NOMUMO Mep MPesoCcTOPOXKHOCTH, I/1asa
HEeOBXOVMO OCTOPOXKHO MPOMbITb B TEYEHME HECKO/bKUX MUHYT. KOHTaKTHbIe /IH3bI JOMKHbI
ObITb  yfaneHbl. [pofo/mkaiiTe MonockaHve. B cnydvae pasgpaxeHus a3, Heobxogmma
KOHCY/IbTaLys OKy/CTa.

BbICTPOCHEMHBIN LLTYLIEP

BeHTUAUMOHHOE oTBEpCTNE

PrcyHok 53: KoMnneKT a5t 3anpaBKy OXNaxKaakoLLIER XXNAKOCTY (CreBa) 1 ObICTPOCHEMHBIN LLTYLEP (CnpaBa)

3anpaBKa CYICTEMbI OX/TXKAEHUS JO/KHA NPOM3BOAWTLCS, KaK YKa3aHO HYke, NpU NOSIBMIEHN Ha aucriee
COOGLLEHMS /N KaK MUHMYM Moc/ie 1-2 MeCAILIeB 3KCTTyaTaLym.

*  Bobikitoumre niasep
*  3anosHWTe 3anpaBoYHYH EMKOCTb MPYMEPHO Ha 2/3 OX/TaXKAAIOLLEN XULKOCTbHO
e CHuMMTE 3alLUMTHbIA KOMMa4OK C BO3AYLLUHOIO LUTYLepa (Ha 3aHeli naHem yCTponcTaa)

e [loaxnrounTe K BO3AYLLUHOMY LUTYLIEPY NPO3payHyto TPYOKY, BTOPOIA KOHEL, TPYOKI NMOMECTUTE B CTakaH
C BOAOMA

. MogkounTe K 6bICTPOCHEMHOMY 3arpaBO4HOMY LUTYLIEPY CUHIOK TPYOKY
. ["0pIoBMHA 3aNPaBOYHON EMKOCTM JO/MKHA ObITb OTKPbITA

o TwaTebHO 3aronHATE OX/IAKAAOLLIYHO XXMAKOCTb A0 TeX Mop, MOKa He NMPeKpaTuTCa MOCTyreHe
BO3ZYLLHbIX My3bIPbKOB 13 MPO3PaYHOI TPYOKY M MOALET TObKO OX/TaKAAHOLLAA XAKOCTb (3TO MOXHO
Hab/1KoaaTb B CTakaHe C BOLOMN)

o OTK/OUMTE CYHWIA LLAHT OT YCTPOIACTBA HAXATWeM KHOMOK ObICTPOCHEMHOIO KranaHa
*  BknounTe fiasep 1 NpoBepbTe: OCTaI0Ch /M COOBLLIEHNE O HEOOXOAPLLIOCTI 3arOHUTL OX/13AUTESb.
*  ECnm cooBLLEHMS HET - MPOLIECC 3arpaBKy OKOHYeH

*  Ecnm coobLLeHMe 0CTaeTCA (HeA0CTaTOMHO OX/TafnTeNs 13-3a HATIMUMA BO3LYLLUHbIX My3bIPbKOB),
MoBTOPWTE NpOLEeaypyY. M0Ne3HO NOAHATL HEMHOIO JIEBYHO CTOPOHY NepesHein MaHem yCTpoiicTsa (ecriv
CMOTPETb Criepeay) NOL/IOKMB M0Z, Hero MoACTaBKY TO/LLUMHOW 1-2 cM (Hanpymep, KPbILLIKY 3arpaBoyHOiA
eMKOCTH).

* 3aKPOWTE KOMMaYKOM BO3AYLLHbIA LLUTYLEP

12.2 PerynspHasi npoBepkKa 6e30MnacHoeTun

OBbEM EXXEOAHOW MPOBEPKU BE3OMNACHOCTU

Mo KpaiiHe/i Mepe, YKasaHHble HWKE MPOBEPKN AO/MKHbI ObiTb BbIMOSHEHbI B COOTBETCTBUM C
HALMOHa/IbHBIMIA - HOPMaTVBaMK1, a Takke C  MeXAyHapOAHbIM CTaHAAPTOM A7 MeAULIMHCKOro
3MIEKTPOHHOrO 000PYAOBaHMA - TeKyllas Mepuoandeckas MPOBEpKa W MPOBEpKa MOCME PEMOHTA
MeAVLIMHCKOr 0 3/1ekTpoobopyaosaHus (IEC 62353).
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«AcknenunoH fNeiisep TekHonogkumc» (Asclepion Laser Technologies)

Asclepi#n

Laser Technologies

13 YTtnnusayms

YTnmsauma  YCTPOCTBA [O/MKHA MPOBOAWUTLCS B COOTBETCTBMM C  pacriopskeHnem  2002/96/EC
EBponeiickoro CoseTa /19 OTX0/0B 3MIEKTPUHECKOTO 1 3M1eKTPOHHOTO 060pyaoBaHns [WEEE],

Bo Bpems fleYeHns anmMKaTopbl HAXOASTCA B KOHTAKTe C HEMOBPEXAEHHOWM KOXKel MaLieHTa.
CyLLEeCTBYeT OMacHOCTb MepeHoca MMKPOOPraHMaMoB. [epen yTumM3aumeidi B COOTBETCTBUN C
aKTaMK, YKa3aHHbIMI BbiLLIE, anM/IMKaTOPb A0/KHbI ObiTb OUULLIEHBI 1 NPOAE3NHMLIMPOBAHbI!

O6paT1TECh K HaLLleil TEXHUUECKOI Cry»Koe, ec/ivy BaC NOSIBATCS Kakue-Mbo BOMPOChI, KacatoLLWECs YTUMM3aLmMM.
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«AckKnenuoH flensep TekHonomkuc» (Asclepion Laser Technologies)

BAXXHAA NH®OPMALINA

@ [na MeDioStar onpefeneHbl Crefytolye CyLLECTBEHHbIE 3KCT/yaTaUyiOHHbIE XapaKTEPVCTUKM
EMC:

* HE3aBUCUMbIA BbIXOZ, U3 MPEeSYCTaHOB/IEHHOIO PeXuMa padoThbl
* HE3aBYVICUMOe U3MEHEHME NPeaBapUTEeNbHOMN BbIOPAHHO BbIXOLHOW SHEPrm
* HE3aBMCUMOe (HernpeaHaMEPEHHOE) M3/yyeHVe BbIXOAHOIO U3NydeHus

AJl dneKTpOMarHUTHbIE U3TYUYEeHUA MOMEX

Annapat MeDioStar npegHa3HayeH /19 UCMO/b30BaHWA MY 3/IEKTPOMArHUTHBIX YCIOBUSAX, MPUBEAEHHBIX HUDKE.
3akazuvik n/wm Monb3osarens annapara MeDioStar Jo/mKeH 06eCneynTb HKeYKasaHHbIE 3/1eKTPOMarHUTHbIE

YCIIOBYS.

|fiMepeime m i\d1hmé
Pa,EI,VIOl-IaCTOTHoe M3Ty4eHNe CornacHo
CISPR

Paavo4acToTHOE U3MyyeHme COr/lacHO
CISPR 11

W3ny4eHre rapmoHuK coriacHo IEC
61000-3-2

KonebaHuns HanpsxeHns /dmkep
cornacHo IEC 61000-3-3

CooTBeTCTBME
Mpynna 1

Knacc B

Knacc A

CoorsetctayeT
1*

AneKTpoMarH1THas COBMECTUMOCTL B
MeDioStar ncronb3yeT paguoyacToTHYHO
SHEPrUHO TOMBKO /151 CBOETO BHYTPEHHEO
(hyHKLVOHMPOBaHWS. MoaToMy ero
panoun3yyeHie 04eHb Caboe 1 He MOXET
OKa3blBaTb Kakoe-nbo BUsHME Ha coceaHee
3MEKTPOHHOE 060PYA0BaHME.

MeDioStar npegHazHaveH 419 UCNO/b30BaHNS
BO BCEX YUPEXIEHMSAX, B TOM YMC/E B
ABTOHOMHBbIX YUPEXAEHUAX U TEX, KOTOpbIe
MOAK/HOYEHbI HEMOCPELCTBEHHO K CETU
OOLLECTBEHHOT O 3/1EKTPOMNMUTaHS, KOTopas
CHabXXaeT 3/1aHus, VICToNb3yeMble [N
ObITOBbIX LiE/EN.

[15 rapMOHMK:

MeDioStar npefHasHajveH /15 MCNo/b30BaHNS
BO BCEX YUPEXIEHVAX, B TOM YMC/IE B
ABTOHOMHbIX YUPEXAEHUAX U TEX, KOTOPbIe
MOAK/HOYEHbI HEMOCPELCTBEHHO K CETU
OOLLECTBEHHOIO 3/1EKTPONMUTaHMs, KOTOpas
CHabXaeT 34aHus, MConb3yeMble 415
ObITOBbIX LE/IEN.

[ns dmkepos:

Bo Bpems paboTb! BAVSIHWE MATAKOLLEN CETU, He
MOXET ObITb aBGCO/MHOTHO MCK/HOYEHO. [Mpu
HEOOXOAMMOCTH, I0/MKHO BbITb 0BECMEYUEHO -
noc/ie KOHCY/bTaLum C NMoCTaBLLKOM
3NEKTPO3HEPI M - HYTO MaKCUMa/bHO
[O0MyCTUMbIIA UMMeaHC CeTU NMUTaHWS:
Zmex=0,1753 Om (g1 MediostaT 1590)
Zmex=0,3911 Om (g1 Mediostar 1591)

1*) B cooTtBeTcTBMM € €O0TB. |EC 61000-3-11:2000 MakcuUManbHO A0NYCTUMbIA MMNEAAHC CETU MUTAHUS:
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«AcknenunoH Jleiizep TekHonomkmne» (Asclepion Laser Technologies)

A.2 9neKTpoMarHMTHas NOMEXOYCTOWYMBOCTb

AnnapaT MeDioStar npegHasHaueH 41 UCMOMb30BaHUS NPY 3NEKTPOMArHUTHBIX YCMIOBUAX, NPUBEAEHHbBIX HUXKE.
3akasuvk u/mnu Monb3oBatens annapata MeDioStar Jo/mkeH 06ecneunTb HUKEYKasaHHble 31eKTPOMAarHUTHble

YCNoBus.

‘JecT« 4

HEBOCNMPUNMUYUNBOCTHU

DNeKTpoCcTaTUYECKniA

paspag
IEC 61000-4-2

BbicTpble
3/1IEKTPUYeCKmne
nomexu/BCnnecku
IEC 61000-4-4

Ckauku
IEC 61000-4-5

MageHns HanpsHXKeHUs,
MnpepbiBaHUSA 1
thnykTyauum
HanpsXKeHst BO
BXOAHbIX Liensx
MCTOYHMKA NUTAHNS
IEC 61000-4-11

BennunHa
MarHMTHOro Mons
yactoTbl 50/60 'y no
IEC 61000-4-8

TecTtoBoe
3HauYeHue no

IEC 60601-1-2

+1- 6 KB
KOHTaKTHbI 3apsg
+/- 8 KB paspag
BO34YyX

+/- 2 KB ana uenen
nUTaHns

+/- 1 kB gns
BXOAHbIX/BbIxoAw 1
Xuener

+/-1 kB B
AnddepeHumanbHo
M pexuiMe

+/-2 kB B
00bIYHOM pexxume
<5%n,

Ansa nonyuukna
(npepbiBaHMe
>95%)

40% n,
ana 5 yMknos
(nageHue LI 60%)

70% n, ona 25
LIMKNOB
(nageHune Ut 30%)

<5% n,
(nageHune Ut >95%)
ansa 5 cek

3 Alm

Cooineicimie

-(-/-6kB
+/-8kB

+/-2kB

+/- 1kB

+/- 1kB

-b/-2KB

<5%

40%

70%

<5%

3 Alm

AneKTpomMarHuTHas 06CTaHoOBKa -
pekomeHgaLmum

Monbl 4OMXKHbI 6bITb AEPEBAHHLIMU UK U3
Kepammnyeckon nanTku. Ecnm nonbl NOKPbITHI
CMHTETMYECKMW MaTepuanamu.
OTHOCWTE/IbHAasA BNaXXHOCTb A0/MKHA ObITb He
meHee 30%

KauecTBO HanpshKeHus ceTei fOMKHO
COOTBETCTBOBaTb 06bIYHbIM TPebOBaHMAM ANs
KOMMEPYECKOro M/Mnn MegnuLUHCKOro
NPUMEHEHUS.

Ka4yecTBo HanpsxeHus ceTell AOJDKHO
COOTBETCTBOBAaTb 06bIYHbIM Tp86OBaHVIﬂM ansa
KOMMepYyeckoro nnn MeANLUNHCKOro
NMPUMEHEHNA.

MuTaHMe AOMKHO COOTBETCTBOBATb OObIYHbLIM
TpeboBaHMEM ANt MeANLMHCKOTO
o6opyaoBaHus.

Ecnv nonb3oBaTe o annapara He06Xo04UMO
paboTaTb Ha annaparte B YC/0BUSX NPepPbIBAHNS
HanpsXXeHWs NUTaHKs, peKOMeHAyeTcA
MCMONb30BaTb NCTOYHUK 6ecnepeboitHOro
NUTaHUS NN aKKYMYNSTOP.

Cwvna MmarHUTHbIX nonen AO0/DKHa 6bITb Ha
YPOBHE, TUMTNYHOM A1 KOMMEPYECKOTo
n/innn MeANLUWNHCKOTO NMPUMEHEHNA.

MpumeyaHue: U, - 3TO HanpsaXXeHWe B CeTU NepeMeHHOro Toka nepes TecTupoBaHuem

a
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«AcknenuoH flensep TekHonomkuc» (Asclepion Laser Technologies)

AnnapaT MeDioStar npegHasHaueH 41 UCMOAbL30BaHWS NPU 3/1EKTPOMArHUTHBLIX YCNOBUAX, NPUBEAEHHbLIX HIUXKE.
3akasunk u/unu Monb3oBatesb annapata MeDioStar fomkeH 06ecneunTb HUKEYKa3aHHbIe 3N1eKTPOMAarHUTHbIe

yCcnosus.

TecTt TecTtoBoe CooTBetirr 3nekTpomarHMTHas o6CTaHOBKa - peKoMeHaaumn

HCBOCMNpUUM  3HaYeHue rno BHE

unBbcTn I1EC 60601-1-2'
MopTaTuBHbIE N MOOUNbHbIE CPeACTBA KOMMYHUKaLMK, B TOM Yyucne
Kabenun, He AOMXHbI MCNONb30BaTbCA 6AKXKe K N1060A YacTu annapaTta,
YeM peKOMEeH/[0BaHHOe yaaneHune, pacCinTaHHOe U3 ypaBHEHUA 4acToTbl
n3nyyatens
PekomeHfoBaHHOe yaaneHue

* JLL

KOHAYKTUBH 3 Veff 3B a c 3V 1

ble OT1 150 Ny go 80

BbICOKOYACTO MTy

THble MOMEXMU

IEC 61000-4-

3

M3nyyeHHble

BbICOKOYAcTO 3B/m 3B/m 35 1

THble NMOMexXwu OT 80 MI'y go 0T 80 My 40 800 MIy

IEC 61000-4- 2,51y

3
a» [ W #

oT 800 MIly go 2,5 'y

rae P — 3T0 HOMUHaNbHAsA MOWHOCTb M3NydaTens B BT, 3asBneHHas
npoussoguTenem, ad - 3TO peKOMeHAyemMoe yaaneHue B MeTpax (m).

Hanps»keHHOCTb NoNs 0T PUKCMPOBAHHbIX UCTOYHUKOB, KaK YKasaHo B
oTyeTe 06 3NeKTPOMArHUTHON COBMECTUMOCTU™, A0/XKHA OblTb MeHbLUE
YPOBHSA COOTBETCTBMS B KaXAOM YaCTOTHOM AManasoHe

B6n1un3un o6opyaoBaHuns, 0603HaA4YeHHOT0 CNeayoLWw M CUMBONOM, MOXET
HabnwgaTbca nHTephepeHLUs

(«o)»

MpumeyaHue 1. Mpu 80 MIy 1 800 My BbiGpaeTcs 6051ee BbICOKas YacToTa.
MpumeyaHue 2. [aHHble peKOMeHAauny MOTyT BbINOHATLCA HE BO BCEX CUTyaumsax. Ha pacnpocTpaHeHue
3M1IEKTPOMArHUTHbIX BOJTH BAUSET MOT/OLEHNE N OTPAKEHUE OT OKPYXKAIOLNX NPeSMETOB W N0 Aei.

“ Hanps>keHHOCTb MO0Ms OT PUKCUPOBAHHBIX U3NyyaTesell, HanpuMmep, paguonpuemMHUKoB, TeneoHOB (COTOBbIX,
6ecnpoBOAHbIX), MOOULHBIX W TIOBNTENLCKNX paguonpueMHnkos, AM, FM 1 TV npuemMHUKOB HE MOXET ObiTb
TeopeTUYecKn npesckasaHa ¢ BbICOKON TOYHOCTbIO. 15 OLEHKM 3N1eKTPOMarHUTHOM cpefbl C y4eTOM
(DMKCMPOBAHHbIX PaAMOYACTOTHBIX NepefaTyUnKoB cnefyeTt y4ecTb HE06X0AMMOCTb MPOBeAeHNs
3M1IEKTPOMArHUTHbIX U3bICKAHWUI Ha 06beKTe. ECNN n3MepeHHas HanpsXXeHHOCTb MONsA Ha yvacTke, rae
ucnonb3yetcs Mediostar, npeBbIlLaeT 4ONYCTUMbIE YPOBHU PAAN0O4aCTOTHOIO U3NYYeHUs, MPUBEAEHHbIE BbILLE,
TO HEOBXO0AMMO CNefunTb 3a ero paboTol, UTo6bl 06ecneynTb ero HopManbHOe PYHKLMOHMPOBaHKWe. B ciyyae
HEHOPMA/IbHOTO (PYHKLMOHMPOBAHUA BO3MOXHA HEO6X0ANMOCTb MPUHATUSA AONOMHUTENIbHLIX Mep, TaKuX Kak
nepeopreHTaLmMs Unm nepemelteHune npuéopa Mediostar.

” B gnanasoHe YactoT oT 150 kI go 80 MI'y HanpsXKeHHOCTb NOMs JO/MKHA ObITb MeHee 3B/ M.
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«AcknenuoH Jleinzep TekHonomkuc» (Asclepion Laser Technologies)

A.3 PeKomMeH0BaHHOe 6e30MacHoe yaaneHue

PeKoMeH0BaHHOE y/aneHne NopTaTUBHbLIX U MOGU/bHLIX CPEACTB KOMMYHUKaL MK OT annapata MeDioStar B

cooTBeTCcTBUY ¢ Hopmamu IEC 60 601-1-2.

AnnapaTt MeDioStar npegHa3HaueH 415 UCMOMbL30BaHMS NPU 3N1EKTPOMArHUTHbBIX YCNOBUSX, NPYU KOTOPbIX
U3nyvaemMble PagnoYacTOTHbIE MOMEXN KOHTPONUPYOTCS. 3aKa3umk uam nonb3osaTesb MeDioStar MoXeT NOMOYb
MPeAoTBPaTUTL 3NEKTPOMArHUTHBIX NMOMeXU, co6toaas MUHUMAbHOE PAcCTOSIHUE MEXAY MOPTATUBHbLIM U
MO6U/IbHLIM PaAMOYaCTOTHBIM KOMMYHWKaLMOHHBIM 060pyA0BaHMeM (NepeaaTunkamu) u MeDioStar kak
PEKOMEH/I0BaHO HIKe, B COOTBETCTBMM C MaKCUMaslbHOM BbIXOAHOM MOLLHOCTbIO 060pYA0BaHUS CBS3U

YactoTa usnyvatens OT 150 kl'y, go 80 My, Ot 150 kI'y, go 800 MTy OT800 Ml g0 2,51

COOTHOLLEHNE 7
d [
HomuHanbHas be3sonacHoe pacctosiHue, M  be3onacHoe paccTosHue, M  be3onacHoe paccTosiHue, M
BbIXOHAas MOLLHOCTb
nsnyyatens, BT
0,01 0,12 0,12 0,23
0,1 0,37 0,37 0,74
1 1,17 1,17 2,33
10 3,70 3,70 7,37
100 I, 70 I, 70 23,30

[ns n3nyvarteneii ¢ MaKCMManbHON BbIXOAHOW MOLLHOCTbLIO, He YKa3aHHOM Bbille, peKOMeHAYeMYyH0 AanbHOCTb d
B MeTpax (M) MOXHO BbICYUMTaTb ypaBHEHMEM, MPUMEHMMOMY K 4acToTe MepefaTymka, rae » - MakCMmalibHas
BbIXOAHas MOLLHOCTb U3fyyaTens B BaTTax (BT), 3aaBfeHHas NpoM3BOAUTENEM.

Mpumeyanue 1. Mpu 80 MI'y 1 800 MI'L, yaaneHue BbibMpaeTcs UCX0AsA U3 60nee BbICOKOW YacTOThlI.
MpumeyaHue 2. [aHHble peKOMeHAaLUY MOTYT BbIMONHATLCA HE BO BCEX CUTyaumusax. Ha pacnpocTpaHeHue
31eKTPOMArHUTHbIX BOJTH B/ISIET MOT/OLLEHNE U OTPaXKEHME OT OKPYXatoLWmnx NpesMeToB 1 N0aei.
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«ACKNenuoH Jlensep
TekHonogxuc» (Asclepion
Laser Technologies)

CtpaHunya 2 n3 9
Homep gokymeHTa: 1590 08 004 Bepcusa: 06 159008004 Packinstruct MS 159x
TP 7338/VHAeKc n3meHeHuit: C V06

MpeanncaHne No ynakoBKe
MeDioStar Familie 159x

YcnoBua MoOHTadKa

MHCTPYMEHTbl 1 BCOMOraTte/ibHble cpefcTBa » «

Ne n/n Ha3BaHue

MHCTpYyMeHT

1 WHCTp. 1 YCTPOIACTBO ANA CNaliKy CTSOXKHbIX NEHT

BcnomoratenoHoe cpefcTBoO

HeT

Ncnonb3yemble COKpaleHus:

CM. PYKOBOACTBO N0 MeHeAXMEHTY KayecTBa

Ocobble yCcnoBuda MOHTaxXa:

1 Ocobble TpeboBaHUA OTCYTCTBYIOT
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«AcCKNnenuoH Jleiizep
TekHonomxuc» (Asclepion
Laser Technologies)
CtpaHuua 513 9

Homep gokymeHTa: 1590 08 004 Bepcua: 06 159008004 Packinstruct MS 159x
TP 7338/IHaeKC n3meHeHuii: C V06

MpeanucaHune No ynakoBkKe
MeDioStar Familie 159x

M MoHTaxHasa onepayua MpumevaHue
-sa.2  YMNaKoOBKa M3 MeHOMaTepumana c ynakoBOoOYHbIM KapTOHOM (ecnm umeertcs)

MoAaHATL NepefHIO CTEHKY W 3afHI0I0
CTeHKY (C KPbIWKON) YMNaKoBOYHOTIO

5.1.2.1
KapToHa (866-0805-221) ©“ CNOXMWUTb
60KOBbIEe CTEHKMU
COrHyTh 60KOBbIE CTEHKMU "
5.1.2.2

3aMKCUPOBAaTL B MOBEPXHOCTU AHa
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«AcknenunoH Jlelizep
TekHonopxuc» (Asclepion
Laser Technologies)
CtpaHuua 6 u3 9

Homep gokymeHTa: 1590 08 004 Bepcusa: 06 159008004 Packinstruct MS 159x
TP 7338/VIHaeKC u3MeHeHuii: C V06

MpegnucaHne No ynakoBke
MeDioStar Familie 159x

M MoHTa>kHasi onepauyus MpumedvaHne

YNoXuTb BKAaAblW U3 NOANITUIEHOBOTO
neHomaTtepuana BMECTE C  PYUHbIM
6/10KOM B YNakoBKY

Y NOXWUTb NONNITUNEHOBYIO KPbILWKY

3ameyvaHue:
5123 BKMafbl LI n3 MOMM3TUNEHOBOTO
neHomartepuana Ana pyyHoro 6noka 4070
XL: 866-0805-218

BKNafblLL n3 MONN3TUNEHOBOIO
neHomartepuana [Ans pPYy4YHbIX 6GIOKOB
4020-4028: 866-0805-258

3aKPbITh KPbILIKY KAPTOHHON YNakoBKW U
5124 33flBUHYTb KapTOHHbIE HanpaBnsawlue
no 6okam
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MpegnucaHne No ynakoBkKe
MeDioStar Familie 159x

Homep gokymeHTa: 1590 08 004

P 7338/HaeKc nameHeHunin: C

MM MoHTaxHas onepauunsa

- YCTaHOBUTb KapTOHHYI YynakoBKy (866
0805-247)

3aKpbiTh BEPXHIOIO YaCcTb KapToHa
BepxHiO 4YacTb KapTOHa 3anevaTatb
CKOTYEM
BHumaHune!
Onga MOTUS LD ncnonb3oBaTb TOJIbKO
HeliTpanbHblli nan «MEKA»-ckoTy!

YCTaHOBUTb YTONKW 415 3alUTbl Kpaes C
wunamm

OnosicaTb CTEHKHU BEPXHEro KapToHa

ABYMSA CTPEMMNUHT-NIEHTAMW NPYU MomMoLwu
NHeTp. 1

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

«AcknenuoH Jlensep
TekHonopxuc» (Asclepion
Laser Technologies)

CTtpaHunya 8 n3 9
Bepcusa: 06 159008004 Packinstruct MS 159x
V06

MpumeyaHne
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dopma 7302

w n «ACKNEeNnoH
Newnscp
AHann3 u KOHTPONb pUcKoB cornacHo EN ISO 14971: 2009 Feknonogxumc»

N aeHTUNKaLNOHHBIA HOMep:

Pepakuwna Ne: F

(Asclepion Laser
Technologies)
RH/14/11/10-01

. FB 7302 RAaC MSPRO V03
Kog yyacTHukal/rog/mecau/geHb - NOPSiAKOBbINA

RH141110-01
HOMep
. . [npektnea 93/42/EEC no 5 o5 Mepeg npoBegeHVeM Hay4HO-
MeanunHckoe nsgenne:  MeDioStar X MEAVLAHCKMM M30EMAM X LLIC 60 601-2-22:2007 B VICCIIEA0BATENICKIX PaGOT
Homep usgermsi:  1591/1592 X 1EC/EN 60601-1:2006 X EN 60 825-1:2007 g DO BPeA NPOBEACHIA HayuHO-

YCTaHOBMEHHbIN YpOBEHb

nccnefoBaTeNbCKMx paboT

oo 1o nocse NpoBefeHNs Hay4Ho-
paspaboTkm: npeacepuinHbIn X  LUC/EN 60 601-1-2:2007 B X MICCTIEA0BATENbCKIAX PAGOT
Pepakums pyKoBoAcTBa Nosb3oBaTens: 159099001-V06 X 1EC/ EN 62304:2006 B X nepes cepuitHbIM NPOU3BOACTBOM
159099002-V06 X 1EC/ EN 62366:2008 B B nocse NpPov3BoACTBa

MpumMeyaHue: YnpasneHne puckamum ycTpoicTea 6bia10 npoBeseHo cornacHo EN 1SO 14971:2009. B HacTosiLee BpemMsi NPOBOAUTCA aHanu3 cobntoaeHns ctaHgapTa EN 1SO 14971:2012. Ans aToi uenun 6bin BbINOAHEH aHanm3

NpoCYeTOB MNPV NpeablAyLLeM YNPaBAeHUN PUCKAMM.

CnpaBOoYHbIe JOKYMEHTbI:

Bep. OnucaHne nsmeHeHns [Jata Mms, damunns Mognuck
MepBasn pefakuusa: HavanbHasa Bepcus BK/OYas aHa/IM3 PUCKOB, OLeHKY MepBbIX PUCKOB U NpeasioXeHne Mep no ) .
01 P peRaK P P HerKy nep P PeA P 04 deBpans 2014 . M. Ménnep nognucan Ménnep
ynpaBfeHNo puckamm
02 06HOBUTbL ynpaBneHne puckamu / OcyuiecTBneHne KoHTpMep / OLeHKa 0CTaTOYHOro pucka 20 aBrycta 2014 r. M. Ménnep nognucan Ménnep
TOYHEHHble PUCKW U3-3a HEJOCTAaTOYHO KOHTPOAMPYEMbIX NPOLLECCOB B NPOCICTMPOBaHUM, NPOU3BOACTBE N TEXHNYECKOM
03 y P A P 24 pou P P P A 10 Hos6ps 2014 . Xep6ecT /Moanucs/
obcnyxmeaHuu (rnasa 1)
Mposepun n BbINyCTUA: OTgen [ata Mg, hamunuma Moanucb
YuacTHuK 1 OTAen HayHHo-nceneaoBaTenbekix W Hos6ps 2014 . W. Wrpaiit /Mognuck/
pa6oT
YyacTHUK2 e~ — — e S —— _
yHaCTHMK 3 .............................
BbinycTtun /nepasbopumnso/ 1 Hos6ps 2014 r. Tume /Moanunce/

Cnyuaii nocnegHeii MogudukaLnmu popmbl: HoBasi CTPYKTYpa LOKYMEHT A C 3NeKT POHHOI Ta6nuueil

®opwma cocTasneHa OTeNoM HayuyHO-UCCNeA0BATeNbCKUXPaboT

06.06.2013 W. WTpant nognucan LUTpavT
LaTa s, damunns Mognucb

HassaHue tarina: FB 7302 RAaC MSPRO V03 RH141110-Ol.xIsm
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®opma 4OKYMeHTa npoBepeHa u BbinylieHa OT4e10M KOHTPONs KayecTsa:

10.06.2013 P. Tume nognucan Tume
LaTa s, damunus Moanuce
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YnpaBneHue puckamu rno ycTpoicTey

AHaIN3 PUCKOB, OLIEHKAa W KOHTPOJ/1b
Ha ocHoBe aHanusa xapakrepa, I'IOCI'IeACTBIAVI M BaXXHOCTN 0TKa3oB

H
10 nacHocni

HALC OnacHocTy n3-3a

HeJOCTaTOuHOCTB
npouecco»

HA20 OnacHocTu u3-3a
Mef0CcTaTouHOCr

npoaeccou

HA30

HeJOCTUTOUBOCT™ T

AfM Jrexmonar~ Spet

Ananus IMICSW

YCTpoiicTBO He onBeTCs
Se3onacHbIM

HexenatenbHble
no6ouHble 3heKThbl
yMepeHHbIe)

HA40 OnacHocTH n3-3a
«A0CTATX)4HOCTH
ipoueccoB

HAA41 OnacHoOCTH n3-3a
ACAOCTATOYHON paspaboTKu
npoaeccos

HA42 OnacHocTu n3-3a
ABOCTATOYHOI pa3paboTku
npouecca

HA43 OnacHocTyn u3-3a
He/0cTaTo4HOM paspaboTku
npouecca

HA® OnacHocTu u3-3a
He/0CTaTOuHOI paspaboTku
npouecca

Her

YCTpoiicTBO He xBnsAcres
3e30MacHbIM

HepocTatouHas
(yHKWN: TpaBMb!
nauuenTa, onepartha
VNN TPeTbedi CTT OHBI,
noxap

YTpata 6e30nacHoCcTy -
HenpeacKasyeMmbl i
XapaKTep U3MeHeHuii npu
HenpasnbLHOM
HCMO/b30BaHHH CUCTEMbI

HenpasunbHoe
Cr0/b30BAKHE CUCTEMbI

HenpasunbHas
M/I0THOCTL MOL{HOCTY U,
BO3MOXHO, HeafjeKBaTHas
sawmTa rnas

KPUTHYECKN

KPUTHYECKN

HECYLLIECTBEHHO

KPUTUYECKN

KPUTHYECKN

KpPUTHYECKN

KpUAneckn

He3HauNTeNbHO

TuH'uUM mMKMpMUoCT A : MCpLUwcnmBogeiicTBHs
*MCXH. CBSI3aHHbIE C U3eNneM, vHorga TMpougecc ynpasneHns puckamm
He onpejeneHbI. | AR 3TOTO YCTPOIACTBA
XyLIECTBAISIETCA COOTBETCTBUM
:EbIJ150 14971:2009.
OnpegeneHine 0CHOBHbIX nHorga OCHOBHbIE IKCT/yaTanlIoHHbIE
IKC/yaTaUoHHBIX NapameTpos napameTpbl oNpeensTCs B
OTCYTCTBYET/ HenpaBu/IbHOE. OTuyeTe Mo ynpasneHnio
avcKamu.
Her n MOTOHY 4TO:
” OTIOKMEHUS OT XUTO
NaHapTa He UCOoMb3yIoTCs
Be3 asibTepAaTUBMbIX CPE/CTB.
YCTpOiAcTBO He ABNsAeTCs HEBO3MOXHO * * BO3MOXHbIE yC/I0BUS
3e30MaCHBIM TLPH eAUHNYHOM €ANHMYHOIO HApYLLIEHNs!
KapyLUesiHH. OcTa/lbHble PUCKU nomeveHbl kogom [SFC] B
He ABIAIOTCSH NPUeMAeMbIMMA, 100TBETCTBYIOL{KX OMacHOCTAX
COrNIAacHo OMPe/ENeHNIo B r/aBe ' BpamKax npoljecca aHanmsa
4.2 : PUCKOB
YeyaosneTsopurenbHoe yacTo ~mdchmynnhoBka KomnaHuein
€ayecTBO BHELLHNX NPOLLecCoB ~ | aLT 3apau4 npu paspaboTke.
~VNOKP npu pa”>a6oTke, ~HOKoHuaTeNbKas NposepKa,
pOBEPKe H NOATBEPXKAEHNS AHMOATBEPXK3eKHE NPaBUILHOCTH,
NpaBUbHOCTY /M30KYMeKTUPOBaUBE 1 BbINYCK
Ape3ynLTaToB paspaboTku
~AKnmnaumeit ALT
HeagiekBaTHas MapK1poBKa - WnHorga . AlIeKBaTHOCTb ITUKETOK
HeafleKBaTHble JaHHble CUCTEMbI NPOBEPSIETCS HA
SIAPKVPOBKB MOTYT NPUBECTY K INafiHH BbINYCKA NPOEKTa H BO
IKnpaBH/bHOI ycTaHOBKe BPEMS 3aK/II0UNTENbHbIX
THCTeMbl. HeBepHoit VCMbITaHWIA.
HHAOPMAMLLH A4N151 M0Nb30BaTE ISt
W HeNpaBuIbHOMY
CNO/NbIOBAHMIO CUCTEMbI.
Heyi0BNeTBOpUTENbHBIE uacto Mpegnonaraevioe
[usiBHNA MO NPUMEHEHNIO MNCNONbXBaHHE Kax/oi
KTebl bl ICHO 0603HAYEHO B
«CKONbKNX AOKyMeHTax DHF:
KnnHueckan oueHka
(OCHOBHOIA fiexymenT),
PYKOBOACTBO Mo/ib30BaTest
(OM), BOKYMEHTbI MO
YPaB/eHIo pucKam,
DMR/DHR
HeypnoBneTk”™xTensHas yacTo HononHuTensHble

nnewgukanuyy Ha
COMLIKKTYIOLLME M3fenus u
COBINMOHEHTBI, MCMO/Nb3yeMble C
yCTpoiicTBOM

NPUHAZNEKHOCTY CUCTEMbI
YKa3aHb! C 100Bb 1L HOMEPObI.
B npoeypax 3aK/iounTebMbld
ACTbI TAHWiA HAEKTUHHMNMPOBaHbI
BCe [JONONHNTENbHbIE
NPUHAANEXHOCTH, @ MX
[l0CTaBKA NPOBEPSETCS A5
Kaxoro 6noka.
[poonmMurenbKLK
NPUHAZIIBKHOCTY YKa3aHb! B
PYKOBO/CTBE 110 3KCTI/yaTaumum
W $ICHO 0603HAYEHO X
PHMEHEHHE.

HassaHue (aiina: FB 7302 RAaC MSPRO V03 RH141110-01.xIsm
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LLIC 60601-1:2005
4.2[TRFJ

LLIC 60601-1:2005
4.3 [TRF]

IEC 60601-1:2005
45 [TRF]

[EC 60601-1:2005
4.7 [TRF]

4.7 a) [TRF]

4.7 b) [TRF]

PykoBoacTBO No
YIIPaBEHNIO KaUeCTBOM
PA 732-735

PykoBogcTBO No
YNPaBNeHNIo KauecTBoM
PA 731 -737

PykoBsogcTBO No
YNPaBNeHNIO KauecTBOM
PA 730-737

PykoBogcTBO No
YNPaBNeHNIo KauecTBOM
PA 730-737

cTanansk
LIC 60601~
1:2005/EN
60601-1:2006
LIC 60601~
1:2005/EN
60601-1:2006
LIC 60601~
1:2005/EN
60601-1-.2006
:EC 60601-

1:2005/EN
60601-1:2006

BeT(UMEHNMO

HENpUMeHUMOo

HENnp1MeHUMO

HENpUMeHUMO

YnpassieHue pucxamiu

Beaciiwsiocns y

OcyujecTsaelle KOHTPTAD

«ACKNenuoH

OaiMKa octaTouHoroiMRia

2 -
11 h !
l M 11- fiBans
3BlWK»(3«TCa) A PSCKOB/BbITOR
Aa ja Aa Pabouas MHCTPYKLWS Komnaus HEBO3MOXHO
npouecca PA730 «ANT» (ALT)
HEnpyMeHNMo
/npasnenne prckamu
Aa pa Aa OTueT 06 ynpasneHumn KomnaHus HEBO3MOXHO
MCcKaMH «ANT» (ALT)
HENpUMeHMo
p Henp HENPUMEHMMO  HEBO3MOXHO
HenpuUMeHMo
Aa Aa Aa FB 7302 RAaC (cm. aToT Komnanus HEBO3MOXHO
[OKyMeHT) «ANT» (ALT)
HenpuUMeHMo
Aa Aa na 1poBepKa H BbIMycK Otaen HAOKP  HEeBO3MOXHO
[OKYMEHTOB /i1
TeXHUYeCKNX crnenndHKaLu1i
HenpuUMeHMo
Aa na na [VPEKTUBHbBIE JOKYMEHTbI: F HEBO3MOXHO
DMR
Cxema MapK1poBKI
TPOTOKON 3aKMOUNTENLHbIX
o HenpuMeH1Mo
HCMbIraHHi
na na na KOHTPONbHBII CINCOK, a HEBO3MOXHO
9yKOBOACTBO NONb3oBaTeNs PjL
[AokymeHTbl DHF
HenpuMeHMo
Aa nn Aa KoHTponbHbIii ciHC(M:, a HEBO3MOXHO
3YKOBOACTBO No/b30BaTeNs PjL
11pkymeHTbl DHF
[nasHbIli DHR
HENpUMEeHMo
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YnpaBneHne puckamm no ycTpomcTey
AHaNN3 PUCKOB, OLEHKA N KOHTPO/b
Ha ocHoBe aHann3a xapaktepa, NOC/NeACTBU 1 BAXHOCTM OTKa30B

K5( DNacHOCTH u3-3a
HEA0CHa KO UHOCTH
[thoueccoa

CHOCTW 13-3a
Mefj0CTaTO4HOCTH
npoueccos

Hoers u3-3a
KA0CTaTOYHOCTH

80 3nacHOCTH n3-3a
HE0CTaTOUHOCTY

CHOCTY M3-3
NeAocTaTouHOCTH
npoueccos

AHanus packe»

e

YCTPOIACTBO He SIBNSIETCA  He3HAYNTeNbHO  TUMOBOE UCMbITAHNE He

3C30reKHbIbl [TpoBeaeHo
HexxenarenibHble HeBO3MOXHas TexHU4ecKue
10604 HbIE ADHEKTbI YCNOBUA UCTIbITAHNI

[ybIcpekHbie)

HexenatensHsle OTKa3 BCTPOEHHBIX NPorpamm /
no6ouHble adheTnbl [thoTpammHoro o6ecneyeHuns
[ymepeHHbie) nvnn HeBbINONHEHVE
TpebyloLmxcs onepayuin nivnn
JTCyTCTBYIOOWS /
aoKymeuTaLHs
UYexeruwenbHble [MaHHble oTCyTCTBY 10 T/
10604HbIe AhEKTbI HefocTaTo4Has 6e30nacHoCTb

(ymepeHHbile)

HexenarensHsle Henpasu/ibHble pesynbTare!
noGouHble aeKThbl aHanmsa Ha-3a 0TCYTCTBYIOLUX
(yMepeHHbIe) HIH HEMPaBU/IbHbIX CPEACcTB

r q -HrﬂdM Mpkuessemune

BbINonHeHne TUMOBOTO IEC 60601-1:2005 [EC 00601-
BCnbITawm MedioStar B 5.1 [TRF] 1:2005/EN
cooTBeTCTBMSA € 60601-1 60601-1:2006

Y roToBoit TGoAYTELWH JOMKHbI
3bITh ClIEAYKMUHE
MHIOTMa/IbHbIE MPOBEPsieMble
napameTps! (B NPOTOKo/e
TaK/MOUHTE/IbHbIX UCTIbITAHWIA);
ST yTeuKm

[I0NEKTPUYECKAs MPOYHOCTL

3anuyTHoe 3a3em/ieHme

BbIXO[HOE M3NyyeHMe flasepa

HaumeHree 6naronpuaTHble [EC 60601-(:2005 [EC 60601~
YC/I0BUA IKCN/TyaTallTH 5.4 a) [TRF] 1:2005/ EN
CneflyKHNKe: 60601-1:2006

HanpseHnve wrraHus; 115 B
(115 B nepemeHHOro ToKa u13-3a
NPEKPANKHHS TTOJAYH NUTAHMS)
YacTtoracetn: 50 'y

Temneparypa: 30 *C
ONIOCTTTeNbKAS BIAKHOCTb:
70% (6e3 KoHAeHcaLuun)
[HasneHve Bosayxa; maxc. 2 000
UHagyposHem mepst

MpoBejeHe UCNbITaHWi
cornacHo nyHkTa 5.4 a)

HeThHMEHHMO, MOTOMY YTO [EC 60601-1:2005 LW CCo0601-
Tpe6oBaHMA 3TOr0 NyHKTa 14 14.1 [TRF] 1:2005/EN
npumeHsioTea kK MAMC 60601-1:2006

(CoOTBETCTBME ONpesensieTcs no
rpe6oBaHHAM B rnaBax 14.2 -
14.13)

PaspaboTka nporpamMmHoro
obecnedeHms cornacHo EN
60601-1:2006, nyHKT 14 /EN
62304: 2006/AC2008

B HacTosuiem JoKymerrTe 1EC 60601-1:2005 LIC 60601~
PaccMoTpeHbl ONacHoCTH, 14.6.1 [TRF] 1:2005/EN
:BA3aHHbIE C NPOrpaMMHbIMMN B 60601-1:2006
annapatHbIMK acnekTamm

nporpaMmmpyemoii

31EKTPOHHON MeULIMHCKO
CUCTEMbI, BK/KOYAst OMACHOCTH,
10TOpbIE CBS3aHbI CO
NIF3HOCTBIO CCTeN/AaHHBIX,
KOBINOHEKTAMH CTXHOHHIX
MOCTABLLMKOB 1
YHaC/Iej0BaHHBIMM

nogcvcTeMamm

B gononHeHve K NognyHKTy 6.1 [EC 60601-1:2005 wc

[SO 14971, 6yayT BbI6paHbl 1 14.6[] (TRF] 606011:2005/
NAEHTU(ULMPOBaHbI EN 60601-
nagnexat{Hm 06pazom 1:2006

KUTIBEPXK/EHHBIE CPEACTBA 1
npoueaypbl ANs peanusaumun
Kasmioro AeiiCTBHs No
YNpaB/eHunio puckamu. STH
CPeACTBa 1 MPoLEyPbI JO/KHbI
6bITb HafNEXALLHMH, YTO6bI
rapaHTUPOBaTh, YTO KXA0e
aeiiCTBHE T10 yNPaBNeHNio
PYCKaMM Y/0B/IETBOPUTE/IbHBIM
36pa3oM CHIKAET YPOBEHb
HAEHTU(ULKPOBAKHBIX PUCKOB

_ paspaboTKa y/06HOiA

Ha3saHwue arina: FB 7302 RAaC MSPRO V03 RH141110-Ol.xIsm
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«ACKNennoH

Fakn<ny|.xk» L

OuenaocTaTouHOro psicka

Liiperien

TUNOBOE HCMbITAHHE: KounaHHs
TAXNI0KON MCTIbITaHMi «ANT» (ALT)
XrrjBKHo LLIC 60601 -1

ACMbITAKHA NPY

npou3BoACTBe HENPHMCHTLLIO
1591 08200JPAMSPRO
1591 08 201 FTRMSPRO
JpoTmon ucnbiTaHmit «ICA» (LGA)
tornacsio LLIC 60601+ 1
HenpuMeHnMo

PachaboTka nporpamMmHoro
3becnedenn! gnsa paboueii
SIHCTPYKUVH npoLjecca

YpoBeHb 03a604eKN0CTI

PA730 Ynpasnexve HEBO3MOXHO
pucKammn

PaB60TKa NPOrpaMMHOro
obecneyeHus ans paboyeii
ancTpykuHu igxHKCca

FB 7302 RAaC (0i. AaHHbIit

«©KyMeHT, HA1450/

HA1470/HA1481/

HA1482/HA760/HAT780/

HA1480/HA690/HA700/

HAT710/HA720/HAT 70/

HAT790/HAB800)

Pabo4ast HHCTPYKOHS! HEBO3MOXHO |
PA730

Yrdhas/ieHHe puckammu

Kouueauns ynpasnenus
prCKamMu 1 oT4eT

FB 7302 RAAC (cbl. AaHHbI
nmeymeHT, HA1450 /
HA1470/HA1481/
HA1482/ HAT60/ HA780/
HA1480/HA690/HA700/
HA710/HA720/HANO/
HAT90/HAB00)

TMpoToKonb! BeprdMKaLun

CrpaHnua 3 13 30
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YnpaBfnieHe puckamu rno ycTpomcTBy

AHann3 pUCKOB, OLleHKa 1 KOHTPO/Ib

M e

HA150 OnacHocTu u3-3a
HEOCTATOUHOCTY
npouneccon

HA165 OnacHocTu us-3a
HeY/ION/IeTBOPUTENIbHOTO
npouecca 3akynok

HA166 OnacHocTy u3-3a
iieygoiigeTBOPOTNNLIKMO
Tpouecca 3aTN 0K

HA170 rlcpocTaTtouHan
‘neyHdliKani Ha
KCMyaTanHio n
TeXHU4ecKoe 06CTYXMBaHHE
[HenpaBunbHoe o6patueHHe)

HA18( [{egocraTouHas
NKUnprKauusa Ha
KCMyaTankio H
T

HexenarenibHble
10604HblIe 3PHEKTbI
[ymepeHHble)

JNocTynawowse ToB W
« COOTBETCTBYIOT
TPeGOBaHHSAM. UYTO
Bpywaet
TPOK3BOACTBEKHbIiA
loouecc

1 ocTynalonnie ToBaps!
K COOTBETCTBYIOT
TpeGoBaHMAM, 4TO
HapylwaeT
3POM3BOACTBEKHbIT
Tpouecc

rapyLueHue npoueaypbl
neyeHHs!

HenpasunbHble

NpoLgypbl TTPMMEHEHHS.

10/TOMKH YCTpoiicTBa,

[cHXeHVe KavecTBa
360py/0BaHHS)

HAI9Q OTcyTCTBYET MNn
[KpocTaTouHas

ywep6a

OTcyTCTBYET MM

NIHLIKOM

TIOYHMHKALKS Ha He3HAUNTE/IbHBI

TeXHUYECKOE 06CTYBCHBAHHE FepaTKBTXUECKsii
HMIOKT T

(Her
TAAUeKHs; OMacHOCTL
NOPaXKeHHS! ANIEKTPUUECKUM

HA201 OnacHocTu 13-3a
HE0CTaTOYHOTO
TeX0BCNYKMBAHNS 1
36CNyNONaHHs NPOLECCos

HAZ2K; OTCyTCTBYET yKasaHus Ha
:POK cnynobbl (paspyLueHue
annaukatopa uam oTTnncy)

ANEKTPUYECKIM TOKOM
OnacHoCTL NoXapa
MepeposnpoBka
npoueaypb!

Yxypawenune
3czonaciiocTs umm
KCTTyaTauMoHHBIX
XapaKTepucTUK
ycTpoiicTBa

OTcyTCTBYET MM
INKLWK(W
He3HAUMTeNbHbIi
repaneaTuiCcCKHii
)bhexr

Mo6ouHble 3ththeKTbl

Auano {ecko*

k{HrnTyecny

He3HaYUTeNbHO

HE3HaYUTeNbHO

He3HauUTeNbHO

He3HaumnTeNbHO

KpPUTUYECKN

He3HaumnTeNbHO

HE3Ha4UTeNbHO

W B#TT — r— —Beru *

Ak

GbITb BLINO/HEHA B
100TBETCTBL C N/1aBOM
BepHHKalun MIMC.
PesynbTaTbl BepHOUKaLHYI
M3MC gomkHbI N b
»(UXCHPOBaHbI B
aocymesTawiw.

OTcyTcTByeT 195 Ha

YCNoBMs ceTn

Heyi0B1eTBOPUTENbHBIT
COHTPO/Ib 32 MaTepUanami 1
«CAOCTATOYHO MH(OPMALLLL O
X»BMECTUMOCTI MaTepuanos

4acTo

HefjoCTaTouHbIi KOHTPO/L
:yénogpagunnT

4acTo

HegocTaTouHoe onucanue
«CMONb30BaHHA H
Texo6enyuBaHus

MHoraa

HeynosneTsopuTensHo
TeXHUUecKoe 06CTyXMBaHHE

VHoraa

TpsisHas OTTTVKa aNMAMKaTopos,
«apjieKBaTHoe
Texo6cnyxuBaHme, HC
ao0nycKaeTcs 0TKpbITHE
YCTPOIiCTBA TioNb3oBaTeiem

vHorga

HeypoBneTsopuTeIbHO
TexHH'IocKoe 06CnyXuBaHme

vHorga

[HcTHpaHve KoHunka
wnnwaropa n3-3a
NPOAO/KIATENBHOTO
ACTIONb30BAHHS

vHorga

y

Henp , NOTOMY 4TO
S M3MC He npeaHasHaueHa Ans
BCMO/Ib30BasHS B CeTh. HeT
ceTeBOro MHTepweiica
MokynkaATAeii ¢
Ony6/IMKOBaHHbIMI
0OKyMEHTaMu B COOTBETCTBUB C
npouesypamMn Komnawum ALT
BX0/AHOIA KOHTPO/b BbIGPaHHbIX
AeTaneit

AHaNM3 CTaHaPTHbIX
Heronasok

OneHKa MoCTaBLLIXKOB

AYAUT NOCTaBLIMKOB

Onucanue npoueayp no
IKCM/yaTalnH 1 TEXHUYECKOMY
06CnyXUBaHMIO

TMpoBepKa 3KCMyaTalnoHHOM
npurogHocTy (Npouesypa)
OriHeaHHe NPoLeaypb!
TeXHUYECKOro
o6enyxuBaHHsIpoBepKa
IKCMNyaTalLIoAHO
NPUrOAHOCTY (TeXHUYECKOE
obcnyxuBaHue)

OnucaHue NpoLeaypb!
TEXHUUYECKOTO 06CNYXMBAHWS.
MpocToTa 04NCTKMA yCTpoiicTBa.
B pyKOBOACTBE Nofbamarenst
. onpejeneHa exeroaHast
npoBepKa Ha 6e3onacHoCTb
YNONHOMOUEHHBIN NepcoHan
[N HACTPOIKM H
36CnyxHBaHHS. MpoBepKa
IKCThIyaTaLNOHHON
n|»rogHocn! (TexHn4eckoe
06CyXKUBaHwMe)
Texo6enyxusaHme
NpegoCTaXnaeTes Wi
Hanpsimyio KomnaHueid ALT
[FepmaHust. ABCTpus) unm
ONTOBbLIM TOPrOBLEM.
OLMCBLMATTU>roBLAMA
3aK/I0UEHbI JOTOBOPbI HA
obcnyxuBaHue ¢
npejocTaBneKmuem
TeX06CYKMUBAHNS.
'YKasaHue npegnonaraeMoro
(oka aKennyarayum B
PYKOBO/CTBE M0/b30BATENS MK

BCEMU

[EC 60601-1:2005
14.13 [TRF]

PYKOBOACTBO Mo
T(haBNIEHUIO Ka4eCTBOM
PA 737

PA 7410

PA7412-14

PA 8242

PYKOBOACTBO Mo
|rnpaBriewBo Ka4ecTOM
PA 720

PA 7412-14

PA 8242

EN 62366 2008
4.1,53.6

EN 62366:2008
*.15.3.6

EN 62366:2008

n,5J).6

PykoBoacTBO N0
Y haBjieHMI0 KauecTBOM

1EC 60601-1:2005
4.4 [TRF]

pyKoBoacTBe no o6enyxmsaHuio EN 62366:2008

- MefuUVMHCKoe

' anekTpoobopyaoBaHue: S - 6 neT

- KoHTakTHble Hactu, 12
Mecsies

- BBINOMHEHVE Pa3  rog
@XKerofiHoro Texo6C/1yXKNBaHNst
S TEXHUYECKOI MPOBEPKM Ha
6esonacHocTb

Ha3ssaHwue parina: FB 7302 RAaC MSPRO V03 RH141110-Ol.xIsm
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Y 4nB LW ne puckamn

BespaacaocTs 3cryeengewe KonpMq)
3 .
1 f 1
a
1 18

r amewembls K 1 a I-I 03 B

NBXYBPLU 3wunkr3swo0

[EC 60601- KeT Her «p

1:2005/EN

60601-1:2006

aenpHMEeHHMO na na na [TpoTexonkl Ony6nMKaumn
00KYMEHTOB
TpOTOKONbI BXOAHOTO
CDKTpONSt

AeNPKMERAMO na na na HepoctaTouHas
NaTUCTAYECKast OLieHKa
00KYMEHTOB MOCTABLMKOB
3aK/IOUEHISI Ay TOPOB

EN 60601-1- Aa Aa Aa Aa PyKoBOACTBO Mo/b3oBaTens

6:2010

EN 62366:2008/ 1>alin aKcnnyaTauoHHoi

[EC 62366:2007 npurogHocTn

EN 60601-1- na Aa Aa Aa PyKoBOACTBO Mo/b3oBaTens

6:2010

£N62363:2008/ 1>aiin 3KCTUATALMOHHOR

[EC 62366 2007 NpUrogHocTH
PyKoBOACTBO NO
06CNyKMBaHUIO

EN 60601-1- Aa fa fa Aa PyKoBOACTBO Mo/b3oBaTens

6:2010

£N62366:2008/ KOHTPONBHBIN Cncok,

(EC 62266:2007 PYKOBOZCTBO No/b30BaTens
|1>ain akcnnyaTauMoHHo
npUrogHocTH
Pykc»0ncTBo no
oBeny>XHBaUNI0

HENpUMeHNMO na na na [orosopbl Ha
06CNYXKUBaHME, NPOTOKOMbI
YCTaHOBKM 1 06CTY)XMBAHBS!

EN 60601-1- Aa Aa pa OTuyeT 06 ynpasneHnm

6:2010
£N62366:2008/
[EC 62366:2007

prCKamMm, PyKOBOACTBO
nonb3oBatens

«ACKNenuoH

OBiA.>T T, Iur e a* ki laser

[blaxaociaTouwwno psicka

1
1

AsKB3
1 AponTiofouaLy

A |mcna/BwTa
HEMPUMEHUMO  HEBO3MOXHO
HeEhHMeHHMO
F HEBO3MOXHO
HenpumMeHUmMo
F HEBO3MOXHO
HET(HUMEHUMO
z egsa n
BO3MOXHO
HenpumMeHmMo
z efBa m
BO3MOXHO
HENpUMeHUMO
n HEBO3MOXHO
HEnpumMeHUMo
Ha6op eaBann
BO3MOXHO
HesPHMENUMo
Mioo HEBO3MOXHO
z1
HENpUMEHNMO

CrpaHuua 513 30



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

‘vene



YnpaBneHne puckamu rno ycTpomcTBy

AHann3 pUCcKoB, OLEeHKa N KOHTPO/b

W 3pruocTs

HA215 3TacBOCTH H3-3a
4e0CTaTOuMOro
rexo6CyXNBaHHS 1
96CNYKMBaHSAN NPOLECCOB

HA216 OnacHocTu 13-3a
HEJOCTaTOUHOTO
TeX06C/yXMBAHUS 1
06C/yXHBaHHB NPOLECCOB

HA217 OnacHoCTH H3-3a
HeY/0B/IETBOPUTE/IbHbIX
fipoaeccoB
TPaHCTIOPTHPOBKS

HA218 OnacHocTu H3-3a
neyA0BNETA0PHTENbHbIX
MPOH3BOACTaEHSbIX
LpOLIEccoB

HA21S OnacHocw u3-3a
Mey/0B/IETBOPUTENbHBIX
NPOM3BOACTBEHHBIX
npoveccos

niBft/ieiacaar 3Mect

lefiocTaTouHast yHKUNs
'paBHbI nauHeirra,
anepatopa uns TpeTbei
NOPOHbI

nosap

-{epocTaToukas hyHKUMS
"paBHbI NaLueHTa,
onepatopa i TpeThbeit
CTOPOHBI, NoXap

-legocraTouHas (yHKUMst
paBMbI NauveHTa,
oneparopa unm TpeTheii
NOPOHBI

noxap

TpaBMbl NaTLIeHTOB
H/HNH OnepaTopos

Yxypawenune
GesonacHoCT! unu
KCTTyaTaoHHbIX
HaparTcpuUCTsIK
ycTpoiicTBa

2. ONacHOCTbL MOPaXEHUS INEICTPUUCCKHM TOKOM
2.1 OnacHOCTb CEeTEBOTO HaNpPCXKEHHs
2.1.1 CeTeBoe Hal XaeHNe Ha NOOBOOAILIHX YaCTAX KOPMYCa (3aLNTHOE 3a3ebl/IeHHE)

HA22 OnacHOCTb CETEBCHP

OTRAKEKHA

HA23 OnacHocTb CeTeBoro

HanpsKeHNst

paBma B pesynbTate
yuiha 3NeKTpUHECKIM
TOKOM

rpaBMa B pesynbTate
yfapa 3NeKTpUYECKIM
FOKOM

Airt IK3puckos

KPUTUYECKN

KPUTUYECKM

He3HaunTeNbHO

He3HaunTeNbHO

He3HaunTeNbHO

KpaiiHe onacHo

KpaiiHe onacHo

MpuunHa ancwnwocT

He 0TBeYaeT TpeGoBaHUAM
exHuuecnae 06CNyXNBaHNE U
06CNyXKMBAHME H3-3a OTCYTCTBUS
cneyuduKaymnii nnm ns-3a nx

HECOOTBETCTBUS

He 0TBeYaeT TPe6oBaHMsM
TexHuueckoe 06CNyXnBaHMe 1
06C/yXMBaHNE BBINOMHAETCS
nepcoHanom 6es oCTaToHO
KBa/MDUKALM 1 YPOBHSI
obyueHus

“\e 0TBEYAKOILas TPEGOBAHUAM
YNaKoBKa MOXeT MPUBECTU K
MEXaHNYECKHM MOBPEX/IEHNSAM,
NOBPEXAEHNAM H3-3a BUGpaLN!
VW CIVIBA SKUAKOCTMA

CucTema He COOTBETCTBYET
rpeGoBaHHAM H3-3a
4eAOCTATOUKIO KOHTPONS 38
NPOM3BOACTBENHBIMM
MPOLECCamit - HerpaBu/ibHast
VN ycTapesLuast fJOKyMeHTauys
ANt CBOPKIA 11 3aK/MIOUNTENIbHbIX
KnbnaHHi

Hep0CTaTouHbIi# KOHTPONb
M3MeHeHWi NPOU3BOACTBEHHbIX
npoueccts

HET 2aLmnioro Ha

vHorga

nHorfa

nHorga

4acTo

4acTo

<8}

. lc9itakaT» -

[ABWKYULAXCS HacTsX

BbICOKas b B TeueHue

ANVTENbHOTO BPEMEHU

2.1.2 (CeTeBoe HanpsKeHWe Ha BHYTPEHHNX TOKOMPOBONANTX YacTAX (KOTOPbIe AOCTYMHbI Hepes 0TBEPCTHS B Kopryce)

HassaHwue aitna: FB 7302 RAaC MSPRO V03 RH141110-Ol.xIsm
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

YnpasneHue puocamn

OcyuwscTBnank HOHTpMY?

|1

T

Mpuasnnk 1 B i L
Meob! W X/IUBOAEACT BHS CTBHAKMbI
LPK/IEHHIO NPOM3BOACTBOM 1
1)OBe{na roToBbIX U3genuii, a
nepe/ 4OCTaBKOIA NpreMKa
NpoAyKILra CUCTEMOi
$ obecneyeHns Ka«kcTBa
Komnanuu ALT.
Vcnonb3osaHue ToNbko PYKOBOACTBO Mo HenpuMeHnMo na na na
TTBEP3KOEHHOI OKYMEHTALMN  YTHAB/IEHSIO KA4YeCTBOM
o6cnyXuBaHus PA
lepep rgpmemkoii npogykuymumn 731
*Ce BHECEHHbIE N3MENEKHS PA
npoxoasAT BceoGbemnioL e 737
VCMbITAHNS, KOTT(ble
KYLLECTBASIOTCS OMbITHIMM
UTTYgHUXaMH
PaGoTbI BLIMONHSAET TONLKO PYKOBOACTBO N0 HenpuMeHNMo ja na
o6pasom 06y yr KauecTBoM
nepcoHan (komnauus ALT, PA 6221
3NTOBbK TOProBLibl), PA 6222
npoLueaLnii 06yyeHne y
3MbITHbIX TEXHUKOB KOMMaHUN
ALT
O6yueHMe NepcoHana BHyTpu
KOMMIaHU1 COTPYAHMKaMM
TrACNa Hay4Ho-
vcenefoBaTeNbCKuX pagot
YTBepX/eHHas ynakoBKa ] TBO N0 T Aa Aa Aa
WcnbiTaHns Bo Bpemst YNIPaB/IeHNI0 Ka4eCTBOM
YCTaHOBKM PA 731
PA 7651
PA 7552
YnpasneHue JoKyMeHTalveli,  PyKoBOACTBO NO HENPUMEHNMO na Aa Aa
NPKMEbIKMOi Mpu
npon3BoAcTBe 1 PA 4242
3aK/MIOYATENbKBC ACMbITaHNs  PA 4243
BbIIIO/IHSIOTCS B COOTBETCTBAN C
BHYTPEHHMMU NPOLieAypamn
KOMMaH
KeanmguumpoBaHHbIit
NPON3BOACTBEHHBIA NEPCOHanN
HO0% npoBepKa roToBbIX
W3feNnnii CUCTeMOii KoHTpons
KauecTsa
ynp H B BO Mo HenpumMeHnMo na na na
COOTBETCTBYUS C YMPaBeHuio Ka4ecTBoM
YTBepXAeHHbIMK Npoueaypamn PA 737
AU seTd! , TaK Kak [EC 60601-1;2(X)5 [EC 60601- pi Henp Her Henp
PPAMLLHTHOE 3a3eMIeHMe Ha 8.6 3 [TRF] 1:2005/EN
W3ABKXYLWMUXCA HaCcTAX 60601-1:2006
ABycTpoiicrea oTCyTCTBYeT
Ninb . NOTOMY 4TO [EC 60601-1:2005 EC 60601- Her ] Her Henp Henpl
~BycTpoiicTBO He NogsepraeTcs 5.7 [TRF] 1:2005/EN

ANDO3eACTBHIO BbICOKOI
AWWKBOCTH B TeueHne
HUAHTCNLHOTO BPEMeHU U He
HkdcoBasHauen gns
HAKTI0NIb30BaHHSA Ha OTKPbITOM
nbosgyxe. B ycTpoiicTBe He
(UMEHSIOTCS YyBCTBUTENbHBIE
BN@KHOCTU ETaNM, KOTOpbIe
AW KO TyT NPUBECTY K ONacHoMy

60601-1:2006

«ACKNenunoH
TARIVKVIOO AV iIW " 14445 ~*bAw<ID)

)UeLIcaocTaToKN 0 ropHeka

Axadn
; XtOTHoaeBioi

3aBak»(sitoKa) A ACKOB/Wrw

PyKOBOACTBO MO Ha6op HEBO3MOXHO
obenyxunsaHmio .
"bmeunekHe 1 nyéavkaumus
[OKYMEHTOB 1
HeTubleHnMo
TpoTOKO/IbI 06yHeHNs 1 Ha6op HEBO3MOXHO

WaNNGUKALNOHHBIE

NTecTaTbl COTPYAHUKOB H
IOMMaHHM 1 TEXHUYECKIX |
NIKUHAHCTOB CO CN N H bl
[PykoBoacTBO No § HenpumeHumMo
3benyxuBanmio L

HEBO3MOXHO p1|

HEMpUMeHNMO

MpoBepka ynakoBKy, F
WICTPYKUHH N0 yNaKoBKe

[~ny6nnkoBaHHble H F HEBO3MOXHO
[wpekTsaBMbIE Otpen KoHTponsa
NPOM3BO/CTBEHHbIE KauecTsa
[KokymeHTbl (DMR, DHR)
MoanucaHHble 3anucn DHR
110C/Ie OKOHUATE/IbHOI .
o HercmmeHaMo
NpUEMKM CACTEMOI 1
KOHTPO/IH KauecTsa
Vi3meHeHwe 51 ny6nmkauus F HEBO3MOXHO o5
30KyMeHT0B
naBHbIi DHR w
HENPUMEHUMO  HEBO3MOXHO
HerduHeHNMo BENpUMeHHMO
HENPUMEHNMO  HEBO3MOXHO
HenpuMeHUMo HenpymeHnmo

CrtpaHuua 7 ns 30
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YnpasfeHve pyckamu rno ycTpomncTBy
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YnpasneHue pyckamu no yctpolicTey
AHannN3 puUckoB, OLeHKa U KOHTPO/b

AHanu3 puckos

y A

N Owmenacry MHbATAKMT OWUekr S loiiwna HeBCASINHOCLL A Mepel ApoTaoAKiACTBUN
HJ1380 DIBCHOCTH ToKOB yTeuky ( B ‘paBma B pesynibTaTe KpaiiHe onacHo  SFCI Mpsamoii nnn AsiBa CTbIKW JONONTHNTENbHO EC 60601-1:2005
5ub-D/PS2/USB yAapa aneKTpUHecKBM 0nocpe/joBaHHbI KOHTaKT BO3MOXHO TaKpbITbl. 8.4.2c¢c) [TRF]
KHrepdeAcy Ha 3aoHei FOKOM nanvearac A0CTyMHbIMM
NOpOHe yCTPOCTBA MOXKHO 4acTAMK, Y KOTOPbIX MPeBbiLLeH 4.7 [TRF]
TTpHXacaTbCs) [ONYCTUMBIV TOK yTeukn
HA39C OnacHOCTB TOKOB YTe4KMn Tpasma B pe~nbTaTe KpaliHe onacHo  ‘AHON nm HeT noTomy 4To IEC 60601 1:2005
yAapa 3N1eKTPUHECKUM KOHTaKT naLjHeKTac npegenbl, ykasaHHble 8 8.4.2 b), 8.4.2¢c) [W ]
KoM a0CTyMHbIMM YacTAMM, Y OTHOCATCS K
KOTOPbIX MPeBbILLeH
[LONYCTUMBIT TOK yTeuKu
HA40( HENPUMeHUMo HenpuMeHuMo HECYLL|eCTBEHHO L Her TaK Kak 1EC 60601 1:2005
1yCTPOIACTBO He OTHOCUTCA K 16.1[TRF]
* MEJULHCKOV TEXHUKE.
HA4IC ] p YULECTBEHHO il TaK Kak LLIC 60601 1:2005
YCTPOIACTBO He OTHOCTNes K 16.9.1 [TRF]
VIeHLHHCKOI TEXHNKE.
HA42C HENPUMEHUMO HenpuMeHUMo HeCyLeCTBEHHO , NOTOMY YTO IEC 60601 1:2005
! TNeKTPHYECKHE 3N1eMeHTbl 5.9.2 3 [TRF]
YNIPaB/IeHNs He MOTYT GbITh
YjaneHs! 6e3 10I0TPYMeHTOB
03ToMy OHU He CuUTaloTCs
KOHTaKTHbIMIA. MasioBeposiTHo,
410 6yAy T CnyvaiiHo
1 OTCOEANHEHDI B TeueHMe
NpeanonaraemMoro cpoka
IKCTBTY3TaLWH,
HA430 OnacHoe HanpsbkeHve npy  O6Lie TpaBMbl KpUTUYECKU MpuUMeHI00TCA HecTaHAapTHbIe efga nH CramanTcble 3HaKn IEC 60601 1:2005
tn: KOHTaKTe [ 1) )HaKu BO3MOXHO 6esonacHoCTyM ncnonb3ytoTes Ha 7.5 [TRF]
*. obopyaoBaHuK cornacHo LLIC
6060bl n. 7.5.
«CnepyiiTe MHCTPYKLMM Mo
HcnonbaoBamioo (D.2 puc. 10)
- LLIa6n1oH g4ns cosganmst
npeaynpexaloLLero 3Haka
[D.2. P/C. 1)
HA44C OnacHoe HanpseHue npu  TpaBma B pesynbTaTe KpaiiHe onacHo  [SFC| AocTynHas uHorga AMHeNPUMeHUMO, NOTOMY 4TO 1EC 60601-1:2005
(hM3NYECKOM KOHTaKTe yAapa 3neKTpUHeCKUM ToKONpPOBOAsiLLAs YacTb (4acTi) ~HgocrynHble MeTanamyeckve 8.5.2.2[TRF]
DKoM He/l0CTaTO4HO N30/1MpOBaHa 0T ATaCTH (U3NYECKN HEPasPLIBHO
KOHTaKTHOI1 YacTu (4acTeit) Tuna AKBfi3aMbl C MKTaKrHoii YacTblo  ¢.7 [TRF]
3. He CBSA3aHHON C 3aLMTHLIM MOTYT PaccMaTpuBaThCs Kak
3a3emsieHnemM ~BYacTb KOHTaKTHOIA 4acTy,
ALANNAHKaTop /nazepnaﬂ Hacajka
3TO KOHTaKTHast 4acTb Tuna B.
KOHTaKTHbIE YacTy CHaBKeHb!
AKHUWIOTTHBIM 3a3eM/IeH1eM 1
[OCTYMHbIE MeTaNAN4eCKHe
HA45 HENPUMEHUMO HenpuMeHNMo HECyLeCTBEHHO Her Hukakue nposogda nayHeHTa He 1IEC 60601-1:2005
KCHTU(HLIHPOBAKbI Kak 85.13 [TRF]
CcofiepXalLy e TOKONPoBoAaoLui
wmarepvan
HA464 OnacHoe HanpsbxeHue npu  TpaBma B pesy/nbTaTe KpaiiHe onacHo HeT(haBNbHbI An3aiiH HoOXHOTC nHorga VMeeTcs HOXHOIA LLIC 60601 1:2005
(HM3NUECKOM KOHTaKTe yAapa aneKTpUYecKnm nepexniouarens / HenpasunbHbI MPEK/IKTTEeNb: 15.4.7 3 b) [TRF]

FOKOM

Knace sawntbl M

Knacc 'b: IPX8
Linpeknwa 93/42/EEC
N0 MEAVILMHCKUM
K3IESINDKM

Ha3ssaHue daiina: FB 7302 RAaC MSPRO V03 RH141110-01.xIsm
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TpuemruHe
nasABTH
EC 60601-
1:2005/EN
60601-1:2006

EC 60601-
1:2005/EN
60601-1:2006

IEC 60601-
1:2005/EN
60601-1:2006

IEC 60601-
1:2005/EN
60601-1:2000

IEC 60601-
1:2005/EN
60601-1:2006

IEC 60601-
1:2005/EN
60601-1:2006

[EC 60601
1:2005/EN
60001-1:2006

[EC 60601-
1:2005/EN
60001-1:2006

[EC 60601-
1:2005/EN
60601-1:2006

Bc3onaaHocTb

YnpasneHue puckammn

)cyineciBame KOHTpMEp

3
r i
1 is
i i H
1 l } o
[ 11 ~
3aBx/ (3amkak)
pa pa na [oToKON HenbiTaHwii
cornacHo LLIC 60601-1
pi Her Her p
HeNpUMeHMo
Her p Her p Henp
HEnpuUMeHMO
p pi Her
HeT(rMeHMO
p Henp Her p p
HEnpuMeHrmMo
na na na na Cxema MapKu1poBKu
KOHTDONbHBIiA CINCOK,
OTHKETKH yCTPOACTBa
Otiema,EN980/ENISO
15223-1
HENPUMEHNMO  HEMPUMEHNMO  Her Her Henp
Herpi p Her p Henp
HEnpuUMeHMo
Aa Aa Aa Aa [thoTokon ucnbiTaHuii

HOXHOTO MepeKsioyarens,
o

CrMCOK 3aLLATHBIX
SIaTEPHa/IOB 51 KOMMOHEHTOB
O6beATew K naxwwKxax
NKwasHcTos Steute LLIC
60601-1, -2-22_TR_TOV +
OBBEANHEHNE MEAVILIKHEKSX
Xukanuctos Steute LLIC
60601-1, -2-

12 TR TOV Ereiinnwii

«ACKNenuoH

Naii T*«T>a%nc Ut T SinAR >

ImBBoctno*010ro pscka

1
- 1
!
I
A pACKT/KUNM
<01 A> (LGA) HEBO3MOXHO
HenpuUMeHIMo
HEMPUMEHUMO  HEBO3MOXHO
HEnpUMeH1Mo
HEMPUMEHNMO  HEBO3MOXHO
n
HENpUMeHMO
HENPUMEHNMO  HEBO3MOXHO
HenpUMeHMO
HEMPUMEHMMO  HEBO3MOXHO
HENpUMEeHMO
HEBO3MOXHO
MMo HeT(hUMeHNMO
HENPUMEHNMO  HEBO3MOXKHO
' henpumenumo
HENPUMEHUMO  HEBO3MOXHO
HenpumeHMMo
Mnito (Steute)  HEBO3MOXHO
Hel(pMMeKHMO
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YnpaeneHue puckamu no ycTpoicTey

AHann3 pUcKoB, OLEeHKa 1 KOHTPO/b

...'M 3acToeH»

HAB54( 3nexTpliuecTBo
14CTOHHSAK ronanHx)

HA550 13nyyaemoe Tenno
BHYTpElOIW cucTema
ouBxX/Aeloun)

HA560 YcHowcndykuuee
Tydesue (BHyTpeowWw
MKIOPOHI0a, BK0OYast
3M1eKTPOHHbIi 3aTBCH)

HA570 M anoTwe nons
[MarHHTSAble gaTunKuN)

H/1580 IOMCXHOT
)nekTp(»<aniUrlibix nonei
[Momex03aLLKLLIEKHOCTD)

HAS59C 2nekrpoblanoTwe nons
[W3nyyenue)

10BbIMKHVbIA Tok
YTEYKU B 3eM/TH0

leperpes

“\enpesKamepeKioe
M3MeHeHve
CKOPPEKTUPOBaHHbIX
napameTpos

TunuuHble
tolicnpaBHoCTS

m(eHCNpaBHOCTb
y'cTpoiicTBa
HeKoHTpoMpyembiii
W6POC MMNYNLCOB
«MUOHpYIOTErO
oaydewn/
aenpuBEsbIbIC
napameTpb!

OnacHocTn
KMCNPABHOCTH B
pesynsTarte
MEHCMPaBHOCTY APYTUX
ycTpoiicT*

3MC ans nonb3osarens /
nauneHTos

HA60( Owwubka B Nepesaye faHHbIX [{enpaBHAbHBK

[r T

KannaparHoii *0019)

1 napametpbl

HA61 Ouwwnbka B nepesaye AaHHbIX [{enpaBKbKble
[MoBpexaeso NporpaMmMHoe  LWX0AMbIE NapameTpbi

36ecneyeHHe)

3 ONBCHOCTH U3NyyYeHus

3.1 ONacHOCTH MOHU3MPYIOLLET0 N3NYYeHWs

3.1.1 OnacHoCTW U3nyyeHus
HA62 HeTMUMEHHMO

HEnpuMeHMo

A»anH3 puckos

KpHrUYeciy

KPUTUYECKN

KpPUTUYECKM

KpPUTUYECKN

KPUTUYECKI

KPUTHYECKN

KPUTUYECKN

KpPUTUYECKM

HECYLLIeCTBEHHO

Mugunm sex’guuny|'s A

ifutynpu anektpudeckux HEBO3MOXHO
NoMeX M3ONATLIH Nof AefiCTBUEM
3NEKTPUYECKNX W/IN MarHUTHbIX

noneit

3omexsl B pa6oTe nog HEBO3MOXHO
[eiCTBMEM 3/IEKTPUUECKUX MK
MaWmTUbIX THoNei

VIHAyKUps aHepriam easa nm
lomexu B paboTe nog BO3MOXHO
[LeiCTBIEM 3MIEKTPUYECKIX N

aarHUTHbIX Noseit

lomexu B pa6oTe nog ensa nn
[e/iCTBUEM BHELIHMX HANMTTHBIX  BO3MOXHO
[foneii

[1enocTaToUHbIN CKPUHUHT B HHOT;a
NHOLWEHHH K BHelwHeli IMC

TMoMeXM OT 3/1eKTPOMArKTHBIX vHora
[oneii (CBs3aHHbIe C CeTblo,

BO3AYX)

*1HAYKUMS 3NEKTPUYECKIX egga nm
nomex B pa6oTe Noj AeiiCTBUEM  BO3MOXKHO
NEKTPUUECKUX UM MarHUTHBIX

noneit

VIHAYKUWSt 37IeKTPUYECKIX enga nm
noMex B paboTe Noj 4eiACTBMEM  BO3MOXHO

3NEKTPUYECKIX U MArHUTHBIX
nornei

[eiicTBMA He TpebyloTcs, Tak
KaK PUCK Ha NPTIOMAEHOM
ypoBHe

[eiicTBMA He TpebyloTes, Tak
KaK PUCK Ha NpremneMom
YpOBHe

OKpaHMpOBaHue YCTPOACTBA,
1>B/bTpanHs BbIBOAOB, y3en

OKpaHNpOBaHMe YCTPOIACTBA,
(1>HNbTpauys BbIBOAOB, Y3es
ESD

KOHCTPYKLMsi CUCTEMbI
tornacHo LLIC 60601-1-2

DKpaHNUPOBaHHe YCTPOiCTBa,
{W bTpawn BLIBOAOB, y3en
ESD

KUWCTPYKUHS cUCTeMbl
tornacvo LLIC 60601-1-2

OKpaKoLI0BaHMe yCTPOIACTBA,
DunbLTPauns BbIBOJOB, y3en
ESD

KOHCTpyKuus cucTemb!
3wpacHo LLUC 60601-1-2

OKpalluhoBaHHe yCTPOACTBa,
XUNTLTPAOHS BEOOAOB, y3eN
ESD

KOHCTpyKuus cuctembl
xarneeHo LLIC 60601-1-2

OkpaHlgioBaluie ycTpoiicTBa.
DuUNbTPauVs BbIBOJOB, y3en
ESD

KoucTpyKkion cuctemb!
cornacko LLIC 60601-1-2

IKT! TaK Kak

MedioSur He reHepTdyeT
PeTTEHOBCXOE M3NydUeHne.

Haz2rauma rhaiina: ER 7202 RAaC MSPRO V03 RH141110-01.xIsm
& 000 LPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU

1£C 60601-1:2005
17[TRF]

IEC 60601-1-2:2007

IEC 60601-1:2005
17(TRF]

(EC 60601-1 2/1007

[EC 60601-1:2005
17(TRF]

[EC 60601-1-2:2007

[EC 60601-1:2005
17[TRF]

1EC 60601-1-2:2007

LLIC 60601-1:2005
17[TRF1

LIC 60601-1-2:2007

[EC 60601-1:2005
17[TRF)

[EC 60601-1-2:2007

[EC 60601-1:2005
17[TRF]

[EC 60601-1-2:2007

[EC 60601-1:2005
17[TRF]

[EC 60601-1-2:2007

[£C 60801-1:2005
10.U [TRF]

[EC 60601-1:2005
12452Twmn

BectcTnexs

Tyen—LMB 1
emisBDTii
60601-1-2:2007

EC 60601- HeTL;

Ynpasneio«[KcKamm

ScyuwBcTkae KDHTpMgr

1:2005/EN
60601-1:2006

IEC 60601-1-
2:2007/EN
60601-1-2:2007

IEC 60601- He' p

1:2005/EN
60CO01-1:2006

IEC 60601-1-

2:2007/EN
60601-1-2:2007

IEC 60601~ Aa
1:2005/EN

60601-1:2006

[EC 60601-1-

2:2007/ EN
60601-1-2:2007

IEC 60601- na
1:2005/EN

60601-1:2006

LWIC 60601-1-

2:2007/ EN
60601-1-2:2007

[EC 60601- fa
1:2005/EN

60601-1:2006

IEC6060bI -
2:2007/EN
60601-1-2:2007

[EC 60601- aa
1:2005/EN
60601-1:2006

IEC 60601-1-

2:2007/ EN
60601-1-2:2007

IEC 60601~ fa
1:2005/EN

60601-1:2006

LLIC 60601 -1-

2:2007/ EN
60601-1-2:2007

LLIC 60601~ Aa
1:2005/EN

60601-1:2006

LIC 60601-1-
2:2007/ EN
60601-1-2:2007

IEC 60601- HENpUMeHNMO

na

na

na

na

na

na

HENnpTTMEHNMO

na

na

na

na

na

1:2005/EN
60601-1:2006

3arakab (3anka)

HENpUMEeHUMO

HENpUMEHUMO

Sruerno N C  cornacHo
IEC 60601-1-2

3tuet no AMC cornacHo
LIC 60601-1-2

3ruet no AMC cornacHo
LIC 60601-1-2

3ruet no AMC cornacHo
LLIC 60601-1-2

3ru4eT no 3MC cornacHo
LIC 60601-1-2

Otuer no :~C cornacHo
LIC 60601-1-2

HENpUMEHNMO

«ACKNenuoH

Nl Ton>jK>auc;s (A- W9 1w
Buenka 0CTUTYHI0 ra pUcka
I
S
S
\,
1 '
1
1
Asaxio
000THOAMNA
A w/KFOMBLLMA
HEMPUMEHNMO  HEBO3MOXHO
HenpuMeHuMo
HETAUMEHNMO  HEBO3MOXHO
HenpumMeHmMo
SLG HEBO3MOXHO
HeT(hUMeHUMO
SLG HEBO3MOXHO
HENpUMEHNMO
SLG HeBo3Moaalo
HENpuUMeHNMo
SLG HEBO3MOXHO
HeT(GUMEeHUMO
SLG HEBO3MOXHO
HenpuUMeHNMo
SLG HEBO3MOXHO
HENpUMEHNUMO
HENPUMEHNUMO  HEBO3MOXHO
HENpUMEHNMO
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YnpaBneHne pnckamu no ycTpomncTey
AHanM3 PUCKOB, OLEHKA N KOHTPOSb

Ho* - v - Z\di L] Asanio DK C n » H .In
H OiMoci* M KkK/[BXWw A "3 |A #cr 6 3i— »
HA690 MHppakpacHoe tonyvennc  Obuias Tpasma (cpeaHeit KPUTNHECKM HenpaBunbHblii BbIXOAHOI

CULLKOM BbICOKOI TAXKECTN) nTrHan
MOWHOCTH

HAB690 4eT nomkudyouiero MospexpaeHne/TpaBna KpUTUYeckn  JIBTOMATHYeCXas aKTHBaLUW
OnyuesiHs - NnasepHoe 'N1a3, TpaBMbl 0T Mcryra [c60it nporpammHoro
n3nyyeHve 3becneqeHKs)

HAT70C lMer HOHW3HPYHOLWEro lou)Bx/AeKue / TpaBMa KpUTU4ecKn MeHamepeHHOe Kaxarse Ha
K3/lyueHHs! - Nla3epHoe ‘Nnas, TpaBMa 0T ucnyra, HOXHOIA NepekiovaTens
n3nyyeHve TpaBma TpeTbuX ny (nasepHoe u3nyyeHwe)

HA710 MeT BoHMMGytoLLEro MospexaeHHe / TpaBma KpUTUYecKn Mpyn pasmbIKaHU1 HOXXHOIO
M3/lydewn ~ nasepHoe rnas, TpaBMa 0T ucnyra, NepeKgovaTeas nlasepHoe
uanyyenne TpaBma TPETLUX KLy nnydenne He NpekpawaeTcs (8

C/lyyae HeMCrPaBHOCT HOXHOTO
nepeKnioyaTens uunH
KOPOTKOTO 3aMbIBaHIs Ha
KIHa/bHbIX JIAHUSX)

HAT720 [MeT HOHH3MPYOLWEero Mou>expaeHHe / TpaBma KpUTUYeCKn HenpeaHamepeHHbIii BbIGpOC
H3My4eon - nasepHoe r/1a3, TpaBMa 0T ucnyra, NasepHOTo U3NyYeHNs Npn
v3nyyeHve rpaBMa TPeTbUX ANl NEPEKMIOUEHIST  PEXIM

TOTOBHOCTM 13-32 HAXKATOTO
10XKHOT0 OepeKaoyaTens

HAT73C TeT MoHM3MpYyHoLLero MospexpaeHue rnas/ KpUTUYECKN LWoay. HaxcasuHecs B
V3yyewn - nasepHoe rpasma, TpaBMa TPeTbuX MOMELLEHIM 63 3aLUTHbIX
nanyyenne g OUKOB BO LKM$1 /123" KbiIX

npoueayp

HAT75( Mer noHusupytoLero n rnas/ KPUTWNYECKU  [locTyn TPeTbWX UL BO Bpemst
Hanyuesu ~ nasepHoe rpaBma, TpaBMa TpeTbux Na3epHOTo NeveHust

nanyyenme Ty

4acTo

vHorfa

vHorga

vHorfa

vHorga

4acto

vHorga

Mepb! i 0N MeK 1 CTMX
CKOPPEKTUPOBAHHBIX
napameTpos

- npouegypa oxuaaHms /
rOTOBHOCTM

*HOXHOIA NepeKoyaTens Ans
VTUBALHH Na3epHbIX
VMMYNIbCOB

Liksienbl 6esonacHocTH
[nnoTHoCTb 3Heprum,
O/MTeNbBOCTb MMMY/IbCA,
4acToTa noandeHss
VIMNY/ILCOB) KOHTPONMPYIOTCS
annapatHbIMI 1 NPOrPaMMHbIM!
theacTBaMIA.

* 136bITOYHBIIi KOHTPO/b 38
LWIXOAHBIbIH NapameTpamu
(KOHTPO/b MOLLIHOCTH).

- OTK/IOHEHWSt 0TO)aXaloTest Ha
Avcnnee (lorr™)deiic
nonb3oBarens)

* 3/IeKTPOHHbIiA 3aTBOP
[ynpaBnsieTcst KoKHbIM

nep: Tenem,

BeaooaatocTb

Muymaaenble

[EC 60601-1:2005
12.4.4 [TRF]

[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-1:2005
146.1

EN 62304: 2006

OT NporpamMMHoro obecreyeHus)
*npouegypa oxuaaHms /

! - B-IOKVNpOBKa [BepLibl

1 1-npoueaypa oXuaaHus /
1 FOTOBHOCTH
i - BoKMpoBKa ABEPLbI
1 - N36bITO4HOE cpabaTbiBaHMe
1 ApOrpamMMHOro H annapaTHoro
aobecneueHHs
' HOXHOI NepeKioyaTesb ¢
PhbiLLKO
W OTK/Io4eHMe Nasepa B

W~ ny6nupytouiee cpabatbiBaHue
0rpamMMHOro o6ecredeHus si
naparsibix CpeAcTs (a8a
€3aB1CHMbIX KOHTAKTa)
- aBapuiiHbIii BbIK/IOHaTENb

WNe cnyvae ng>eKni0deHiu B
pexxum READY (roToBHOCTb)
MpY HAXKATOM HOXHOM
nepekitoyatene nasepHoe
m3/ly4enHC He nojaeTes
3ByKOBasi 1 ONTUYECKas
HBHKALHS U3NYYeHNs Ha
avcnnee.

Bpemst Ha 3aKpbITVe 1a3s Npu
iKTHBauHH pexx1uma rotoBHoOCTH
(1 - AKyCTUYECKWIA CUTHaN
0C/Ie arTUBALHM COCTOSIHNS
rOroBHOCTW. 2 * AKTUBaUmMsA
naagja BO3MOXHa uepes Be
XKYH/bl MOC/Ie aKTUBArILN
COCTOSIHUS TOT<»HOCTS)
MpsMeyaHsie B PyKOBOACTBE
N0/Nb30BATENIS /} /18 3ALUTHbIX
0uKOB (Mpegronaraemoe
MCno/b30BaHme 1
XapaKTepucTUKM)

* B/IOKILIOBKA ABEPLbI
«CBeToBasi cunanmn3alHs
[aamMT) nasepHOTO M3Ny4eHUs

Ha3sgaHve daina: FB 7302 RAaC MSPRO V03 RH141110-01.xIsm

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

[H Hble
13aumogeiicrems
1HYrpu n cpegu PESS)

1EC 60601-1:2005
146.1
[HenpeaHamepeHHble
K3aKmofelicrans
KHyTpU 1 cpeaun reSS)

EN 62304 : 2006

1EC 60601-1:2005
146.1
[HenpeaHamepeHHble
K3aHMogeincTBusA
KHyTpu 1 cpeau PESS)

EN 62304:2006

1EC 60601-1:2005
146.1
(HenpegHamepeHHble
K3aHblofelicTBus
KHYTpW 1 cpeau PESS)

EN 62304: 2006

EN 62304: 2006

EN 62304:2006

na

na

na

na

na

YnpasneHue pTckamH

3cylieeTTBeLLL] KOHTPMep

1.
11 3

ha Aa
na na
ha Aa
fa la
ha Aa
na na na
Aa Aa

«ACKNenuoH

1lB K> (aw ka)

AHano 0TCNIeXMBAEMOCTN

1porpammbloe o6ecreyeHme
ON1A nposepkun, HA 120

AHanN3 0TCNEXMBAEMOCTN

(TporpamMmHoe obecneyeHne
Ana nposepku, HA 120

AHanus otcnexusaemoctn - RH

1porpammHoe obecnederme
OMA npoBg>KH, HA 120

AHanN3 0TCNEXMBAEMOCTN

TMporpammHoe o6ecneveHme
[AMnposepkun, HA 120

AHaNU3 0TCNEXMBAEMOCTN

TMporpammHoe o6ecreveHue
Ana nposepkn, HA120

TMporpammHoe o6ecnevense
AnA nposepkun, HA 120

AHanu3 0TCNeXNBaEMOCTI

PyKOBOACTBO No/b30BaTeNs

AHanu3 0TCNEXMBAEMOCTN

TporpammHoe o6ecriedeHme
NS NpoHepkH, HA120

RH

RH

RH

RH

RH

O10BBOCTBrOYLINO PUCKA

»

1

Asvno
20PMIONANHIK
A DHCBoa/MroA
wu
HEBO3MOXHO
HenpuUMeHuMo
B
VIeBO3MOXHO
HenpuMeHIMo
i
HEBO3MOXHO
HENpUMEeHUMO
HEBO3MOXHO
HenpumeHnMo
HEBO3MOXHO
HenpuMeHMMo
HEBO3MOXHO

o

HENpUMeHUMO

1
>

i
HEBO3MOXHO

1 HenpuMeHMMo

CrpaHuua 15 13 30



«ACKNEnuoH
(A*-5<Twi L aw TAhftiA>iininj

YnpaBrieHne puckamu no ycTpomcTsy
AHann3 puUcKoB, OLleHKa U KOHTPO/b

N r* ;.- - AHnXnn~KKeA YnpaHneroto puckamn
Beawumocn» OEyapecsagsisio Koirrpug) bBBLWOENNO* w ro pucka
.
1
L. i .
1 1 is i
9 & .
1 Anasns
1 MpHMTAeMMe 1 1 1 it I I jcooTXABOTA
M ;>TUNrr> 14(s/l«sokmnr dMesr A Mornma venCLLI»MKIML 6=. CTalBpPThI 3usa(anka) A amce98/BbIN)A
HA760 Het siotooupytowero M"3ef03HpoBKa KPUTUYECKN  [«MpaBK/bHbI NapameTp nasepa WHoraa - MpoBepKa JoCTOBEPHOCTN IEC 60601-1:2005 EN 62304:2006 Aa Aa Aa AHanu3 oTCNexuBaeMocTn RH HEBO3MOA/O
K3Ny4ewmu - nasepHoe npoueaypb! W3-3a HEHCNPaBHOro napameTpa nasepa 146.1
nanyuesse BesuKynbl H/HNH py6LbI nporpamMmMHoro oGecnevesiHs nog! T P [iaHHble) 1porpammmoe obecnedeHHe
nman ann~aTHbIX qteacTB - Vicnonb3osaHue KOHTPO/bHOI ww nposepkn. HA120
aBapuiiHbIii 0TKa3s CUCTEMbI) CYyMMbI B Nepefaqe AaHHbIX HeT(HMeHUMO
MeXfy raBHbIM 1
WI04MHEHHBIM IHONECCOM
* Mcnonb30BaHue CTOPOXKEBOTO
ycTpoiicTBa
HAT770 wleT noHu3npytowero MouKxXAeHNs rnas KpUTU4ecKn {enpegHamepenHoe BK/IOYeHME nHorja - rNaBHbIii BbIKIOYaTeb 1EC 60601-1:2005 EN 62304: 2006 Aa Aa Aa AHanu3 oTcnex1BaemMocT RH HEBO3MOXHO
", - p N~k NasepHoii cucTeMbl - BbIK/OYaTe b C K/OYOM 14.6.1
n3nyuyeHue npoueaypb! - pUiiHbIi TeNb He TporpammKoe obecnedeHe
Be3nKy/bl HMAKU py6LbI nasepa B3aNUMopeicTBUSA Ansi nposepkH. HA 120 HCMpUMeKIHO
- pexumbl READY BHYTpM U cpeau reSS)
[nTroBHoCTb) # STANDBY
[oxxpasve)
- HOXHOIi NepeKioyaTent
HAT780 rlet MOHU3MpYtoLWero MepegosmpoBka KPUTUYeCKN  Hel(aBWUNbHbI NapameTp nasepa nHorga -Wcnonb3oBaHue KoHTponbHoii EC 60601-1:2005 EN 62304: 2006 M Aa na AHano 0TCNeKMBAEMOCTU RH HEBO3MOXHO
WM3NYYeHWUs - nasepHoe rouesypbl 13-3a 00rabKu CHUTbIBAHNS LYMMbI 146.1
n3nyyeHve BesnKynbl H/HNM py6LbI [iaHHbIX 10 MOCTOSIHHOI NamMATK [HeBepHbIe faHHbIe) JporpammHoe obecnedeHme HEMpUMEHUMO
3ns nposepkun, HA 120
HAT790 "~eT MoHU3UpylouLero «MoBpexpaeHus rnas KPUTWYECKM  HenpaBW/bHbIA NapameTp WHora - PerynnpoBKa Toka [EC 60601-1:2005 EN 62304: 2006 Aa na Aa Aa 1poTpammHoe o6ecrneyeHne RH HEBO3MOXHO
WN3NyYeHNs - nasepHoe *TMenosmposka BbIXO/JHOTO N3NYyYeHNs nasepa - KOHTPO/b BblfeNsemoii 14.6.1 305 nposepku, HA120
lonyyexue npoueaypbl rocre 3aMeHbl MCTOYHUKA y MKfMIW [HensBecTHble acneKTbl
’BesnKynbl H/MnH py6ubl IVLLILLIA/ 6n0Ka ynpasnieHnst N/ Ka4ecTBO AHanN3 0TCNEXMBaEMoCTN HenpuMeHNMo
Avofamu MpHMe*BHHE B PYKOBOACTBE M0 NOPOHHHX PESS)
3becnyxmBaHmio PyKoBOACTBO Mo RW
V3MepeHune aHeprum nasepa D6cT\xBamnioo
HAB00 tier noHU3MpyioLLero mllou)exaeHHs rnas KPUTUYECKN 10Bepublii NapameTp NasepHoro nHorga [KrynuioBKa sHepTW npu EC 60601-1:2005 EN62304:2006 Aa fa Aa AHav3 0TCNIEXMBAEMOCTI RH HEBO3MOXHO
n3nyyeHns - aa3q)Hoe 1lepefo3npoBKa ONyHYEHWA NOC/Ne 3aMeHbl MHUUManM3aumy annamkatopan 14.6.1
nanyyekHe npoueaypbi nasepHoro annmkaropa MapameTpsl, 0To6paxaemble  [HeM3BECTHbIE aCMeKTbl MporpammHoe obecriedeHue
1Be3nKynbl HIKNKU py6Lbl Yepes rpadmyeckuii Wwrrepdeiic NmM KavecTso 315 nposepkun, HA120 HenpumeHumMo
nonb3oBatens. TTOpPOHbIHX PESS)
- MN0THOCTL 3Heprimn
W un annmukatopa
HAB1C HeT HoHU3IA>YIouero " MospexpaeHns rnas KpuTU4ecKn teBCnpaBBoC! b GreXa wnHoraa - KOHTpONb AnnTenbHOCTA Bbl62304:2006 3a 3a 3a Awuanio oTcNex1MBagmMocTn RH HEBO3MOXHO
- D >M ATUSBNEHHS AM0AaMU MMNY/bCa c MOMOLLLbIO
n3nyyeHve npoueaypb! HenpaBW/bHbIA BbIXOAHE 610KMPOBKM MMNYNBCOB MporpammHoe o6ecneverie HenprmeHnMO
1Be3nKynbl U/HAN pybLibl napameTp (Henpasu/bHOe - KOHTPO/1b 3HEPr M Nasepa 315 nposepkun. HA 120
MayeHne CUbl TOKa HiH
ANMTENBHOCTI UMNYNbCA)
HA82C CnHLIKObI BbiCOKas 3Heprus O6Lias TpaBma (cpeHei KpUTU4ecKn [1 p , NOTOMY 4TO EC 60601-1:2005 EC 60601- pi p p Her HENPUMEHUMO  HEBO3MOXHO
L3/1y4eHKs TFSKECTH) £31y4eKue 0T MeANLMHCKOTO TACCH TONbKO MHANXMhacHoe 10.6 [TRF] 1:2005/EN
NNeKTPo06OPYAOBaHHS UuUy4YeKue oT NasepHoOro Anoaa. 60601-1:2000 HenpUMeHnMo HenpyMeHUMO
BbinonHeHbl Tpe6oBaHus LLIC
60825 n LLIC 60601-2-22 no
BH(PAKPACHONY H3NYUessIo.
2.3 9nacHoOCrb YNbTTKHbUO/ETOBO IO H3/Ty4eHHS
HA83 pi HECYLIECTBEHHO Henp - TaK Kak HeT EC 60601-1:2005 EC 60601- HeT! HeTa) HeNnpuMeHUMo  HEeBO3MOXHO
ynbTpatooneToBoro usnydeHns 10.7 [TRF] 1:2005/EN
60601-1-2006 HenpumeHnmo HenpumeHuMo
3.24 OnacHOCTb bIHKOOBO/THOBOTO [C3/ly4eHNs
HA84 pi pi HECYLLIeCTBEHHO pi TaK Kak EC 60601-1:2005 EC60601- p He' p Henpi Henpi HEeNpPUMEHUMO  HEBO3MOXHO
YCTPOIACTBO He reHepndyeT 10.3 [TRF] 1:2005/EN
MUI(I00NHOBOE H3yueHMe. 60601-12006 HerpumerMo HEMPUMEHMO
4. OnacHoCTb, CBA3aHHas ¢ Tensoaoii aHepruei
4 10nacHoCTb W13-3a BbICOBIOC Te ANMATYP
4.1.1 CNMIWKOM BbICOKas TeMnepanda pAAoM C Lenbio NUraHks
HABS : OnacHoCTH, CBA3aHHbIE C [HexenatenbHble KPUTNYECKN 3ameHa KOMMOHeHTOB efBa nm KoMUTEHTbI MOTyT GbITb EC 60601-1:2005 EC 60601- Aa Aa Aa as YepTexu KL HEBO3MOXHO
HCCnyaTauHeli ycTpoiicTa  No6ouHble ahdeKTbl BO3MOXHO 3aMeHeHbl TONbKO 7.9.3.2 [TRF] 1:2005/EN
[ymepeHHble) 06CNyXM1BaIOLLNM NEPCOHANOM, 60601-1:2006 PykoBoacTBo No Cepsuc
VICONb 3YIOLWNM UHCTPYMEHT, 06CNYXKUBAHMIO HenprMeHnMO
60/1ee KOHCTPYKNMLIHbIE MepbI:

* MapK1poBKa pasbemos
- TPYAHO PasNnumMMble pasbembl
X0poLLo 06y4eHHbI

Haspauua chalana: ER 72N2 DAar NMCSPRO V03 RH1411|O'OIXISm
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YnpaaneHve pyckamu o ycTpoicTBy
AHanN3 puUCKOB, OLleHKa U KOHTPO/b

M Alwras pTknam

Meg/TexHonor. ek S
>BOM1
[HeanauTenbHble)

H Omcmenk

HA10IC Mcnonb3osaHue baTapeit «3HAYUTENbHO

HA1020 Wcnonb3oBaHue GaTapeii Datorm He3HaunTenbHO
[HesHaunTeNbHbIE)

HA1030 Wcnonb3oBaHue GaTapeii xorun HesHaunTeNbHO
[HesHauMTeNbHbIE)

HAI1031 Wcnonb3osaHue GaTapeii xorn HesHaunTeNbHO

[HesHauuTeNbHbIE)

4.2.2 (>nacHocrb. CBC3aHHas Co CPeitOi ¢ BLICOKUM COAEPXKaHNEM KUCTIOCIOAR
HAI04C

HenpsiMeHHMO HenpumMeHnmMo HECyLIECTBEKHO
5. ONacHoCTb, CBNaHHas C M<EXaHU4ecKoil 3Heprueit
S.1 >0acBOCTb, CBX3aHHaa C CLUION TsxecTn
5.1 | !>nacHoCTb Hernonaaok 13-3a KeeycTOR4YMBOCTH
HA 108 Henp1MeH1Mo Henp1umeHnmMo HECYLL|eCTBEHHO

Tun 6atapeH 1 pexum
\CTaNOBXH He OTMeueHb! / He
3a3BACHIOTCS

1 pegyldexpgexHe B cyuae
nuTuenoc 6atapeit unn
FOA/IHBHLOC 3/1EMEKTC
3TCYTCTBYeT. a HenpaBubHast
TameHa MOXET NPUBECTM K
«NPUEM/IEMOMY PUCKY

Henpasu/ibHOE UCTIO/b30BaHNE
Barapeii Bo Bpems
06CTYXXHBaHHS

SFC] M3bbiTouHas 3apsajKa
Barapen

[SFCI NabbT>4Has 3apsija
Barapes

CA et
epsap
BO3MOXHO

epsap
BO3MOXHO

epsanm
BO3MOXHO

egga nm
BO3MOXHO

0

1

M eT TOTHHOAbIKNTS
Barapes HCMO/b3yeTcs AL
nNnUTaHUs 6y epHbIX «4acoB
CMOS» Ha 0CHOBHOIA nnaTe.

1EC 60601-1:2005
73.3rTRF]

Barapes J0/DKHA 3aMeHSITbCs
TOLKO CrieLmanHeTamm no
rexHBUCCK(»]y 06CNyXUBaHNIO.
ViH(opmaLms o Tune 6aTapeH u
npoLieaype 3aMeHbl onucaHa B
PpyKoBoACTBE MO
n6enyXuBaHHI0.

OnacHoCTb AM NauueHTa,
3nepaTopa B TPeTbUX WL B
pesynbTaTe HenpaBuLHOM
YCTaHOBKM/ BCTaB» baTapest
3TCVICTBVCT.

Barapes (CR2032)
MCMOA3YeTCs 4 i NUATaHWs
By(epHbiIX «4acoB CMOS» Ha
KHMHOIA nnare.
OnacHoCTb AN NauueHTa,
3nepaTopa 1 TPeTbUX NIHL B
pesyaTaTe HenpasunbHON
YCTaHOBKW/ BCTaBKU 6aTapen
oTCyTCTBYeT
KopoTkoe 3aMbliKaHue 6aTapeH
«BO3MOXHO U3-3a CTKUHA/bHO
hopmbl 3aKMMa
LeyMynsiropHoii 6aTaoen.
Vt/choﬁcTso He 06<~40BaHo
aLLNTON 0T Nepesapsf», Tak
K/} OTCYTCTBYET 3apsifHbIii
ranTyp bat”msa Hcnonb3syetcs
a /i NuraHBs bygepHbIX «4acoB
CMOS» Ha 0CHOBHO/A nyiaTe.
Vcnons3oBaHue INTUEBON

[EC 60601-1:2005
15431 [TRF]
[EC 60601-1:2005
15.43.2[TRF]

[EC 60601-1:2005
15.4.3.3 [TRF1

1EC 60601-1:2005
15.4J.4rrRF]

[EC 60601-1:2005

6GaTapeH He co3aaeT onacHocTe  15.4.3.5 [TRF]
0 /4 nauuenTa, onepatopa K
TPETbKX /UL, 4.7 [TRn

HENpPUMeHMMO, NOTOMY YTO Y
Me”oStar HeT BHyTpeHHero
VICTOYHYKA 3/1EKTPOIHEPTUH.
PesepBHasi 6aTapes 0CTynHa
AM TEXHUUYECKMX CTIELMANICTOB
1 COOTBETCTBYIOLUMY
VHCTpyHenTamH. TOK paspsiga
orpaHnyeH 0,3 A, nsmepeHo
«3HAUNTENbHOR KONMUECTBO 0
3,9 A. npefoxpaHuTeNb He

IEC 60601-1:2005
15.4.3.5 rTRF]

4.7 [TRF}

naebyetcs.

Tak K i [EC 60601-1:2005
ycTpoiicteo MedioStar He 11.2il[TRF]
npeaycmatpusaeT
MCrO30BaHue B cpefe C
1 bOOKHMcoaepxaHem
oknopopa.

p , NoTOMY 4TO [EC 60601-1:2005
MedioStar x sBnsetca 9.4.2.4] [TRF]
MEPEHOCHBIM YCTPOACTBOM.

LinpekTunsa 93/42/EEC
N0 MeAKLLIKKAM
A3ENNAM

Ha2rauume thaiina: FR 7202 RAarC MSPRQO V03 RH141110-0Ol.xIsm
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1|MwWewKmMble
smmnni
[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-
1:2005/EN
60601-1:2006

(EC 60601-
1:2005/EN
60601-1:2006

[EC 60601
1:2005/EN
60601-1:2006
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«ACKNenunoH

Ynpasnexue puckanm

ScyuBenjow B KOHTPMEP

L.

»
—x
:H
—
—

BuepnocTaTo4wxo fRCKa

Asuns3s
£ )
BbHMNAUMT) A VKX0B/BbITO
A» Aa Aa n ANPTEKH HEBO3MOXHO
PyKOBOACTBO N0 RW
36CNyKUBaHNO
«NpUMeHNMO
na na na na YepTex oTceka cB «BO3MOXHO
WNXyMynsaTopHoit 6aTapen
«NpUMEHNMO
Aa Aa Aa Aa Cneundmkaums yacos CB «BO3MOXHO
[TeansHoro BpemeHn
«NpUMEHUMO
«npf p «MPUMEHUMO  «BO3MOXHO
«NPUMEHNMO «NpUMeHNMO
p «[d pi «MNPUMEHUMO  «BO3MOXHO
«NpUMeHUMo HenpuMeHnMo
«NPUMEHUMO  «MPUMEHMMO  «MPTLWEHHBIO  <MPUMEHUMO  HEMPUMEHAMO «MNPUMEHUMO  HEBO3MOXHO
«NpUMeHUMo «nNpUMeEHNMO
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«ACKNENNOH

YnpaefieHve puckamu no ycTpomncTey

AHann3 pUcKoB, OLEHKA Y KOHTPO/Ib
Ha ocHoBe aHanu3a xapaktepa, NocneaCcTBuiA 1 BAXXHOCTU OTKa30B

M YnpasneHue puCK.M-
tXvioectsjRBM RMipugi [Brupaxii0(narouH(» Xt pxxKa
3 6 I
i r
4 ! 1
E .
y a - |J 1 1 :Alualn
n o5 CBOTBMUKSHX
n OWCBXTH MUANALKO.1CT 3M nr P Linswa mencs|igB i .1n A * cmwpni laiiiufuuna) n
HA1051 HenpuMeHumMo HenpumMeHnMo HE3HaUUTeNbHO HenpuMeHnmo »1)1COKOBYLCT Ho Npu LLIC 60601-1-2005 [EC 60601- na na na :60pOUHbIE UANEXU K1 HEBO3MOXHO
HOPMa/IbHOM HCMO/b30BaHHU He M .4 [TRF] 1:2005/ EN
" nogHumaetca 60601-1:2006 * HenpUMennMo
1)) ABe pyyKu ANs NepeHoCcKn [MvpekTuBa 93/42/EEC
» ) Mpunaraetcs ycunue B 345 H no MegHUMHCKUM
Ka Kafblii 3axBaT (2 aNeMeHTa) ofenHAM
HAIO60 HenpuMeHuMo HENpUMeHMMo HECYLIECTBEHHO p HO 11 HcTdl , NOTOMY 4TO [EC 60601-1:2005 [EC 60001~ HeT T HENpuUMEHNMO  HEeBO3MOXHO
mledioStar He sBnseTca 15.35 [TRF] 1:2005/ EN B-
PrpenocHbIM YCTPOKCTBOM. 60601 1:2006
LupeKTisa 93142/EEC HEnpUMeHMo HenpumeHuMo
1 1O MeAUUMHCKUM
n 0feNHAM
5.1.200nacHoCTH, CBA3aHHbIE C NOABECHbIHW rpy3amn
HA107C OnacHOCTU CBA3aHHbIE C TpaBma B pesynbTaTe K3HAYUTENIbHO rlerteHaMepeHHOE ABUXEHNE WnHorpa §. 3akpenneHue n drkcauns [EC 60601 1:2005 [EC 60601 - Aa Aa Aa CBOpPOUHbBIE YepTeXM KL HEBO3MOXHO
i1 aHeprueii p 0 yeunus KOMMOHEHTOB YCTpoiicTBa. S IOMMOHEHTOB C 8.10.1 [TRF] 1:2005/EN
HesHaunTeNbHas) 1 1 WuenKnBaWHMACS 60601-1:2006
XMAHHEHHSIMH, XOMyTamu 1 [AvipexTuBa 93/42/EEC HETHUMEHNMO
BUHTaMU. 10 MeanLMHCKIM
r 0feNHAM
HA1080 HENPUMEHUMO HENpPUMEHUMO HeCyLL|eCTBEHHO Her HO |1 , TaK Kak cuctema (EC 60601-1:2005 [EC 60601- Her p HENpPUMEHUMO  HEBO3MOXHO
1 KpenneHuii oTcyTcTByeT. 9.8.1 [TRF] 1:2005/EN HenpuMeHUMo HeThUMeHUMo
60601-U006
HA1090 HENPUMEHUMO HenpUMeHMMo HECYLLIECTBEHHO p J KeTl Tak Kak cuctema [EC 60601-1:2005 LLIC 60601- M (] p HenpuMeHNMo
. KpEenneHuii oTcyTcTByeT. 9.8.2 [TRF] 1:2005/EN HenpuMeHNMo W HeTdumeHumo
60601-1:2006
HAHOC HENpUMEHNMO HEeNpUMeHUMo HECYLLIECTBEHHO Her HO ;I'LL! p , TaK Kak cuctema [EC 60601-1:2005 [EC 60601 Her p HENpPUMEHUMO  HEBO3MOXHO
atheoneHnit unm noaseckn 9.8.3.1 [TRF] 1:2005/EN HenpuMeHUMo A HeThMMeHUMO
LLloTcyTcTBYeT. 60601-1:2006
HA111C HENpUMeHUMO HenpuMeHnMo HECYLeCTBEHHO Her HO 1 LLkeldh 1Mo, TaK Kak cucTema [EC 60601-1:2005 [EC-60601- Her pi HeruMeHHMo  HesosmoxHo T -
AthenncHuii unn noasecku 9.8.3.2 [TRF] 1:2005/EN HenpuMeHUMo A HeThMMeHUMO
OTCYTCTBYET. 60601-1:2006
HA112p HenpuMeHUMO HenpumeHnmo HECYLLeCTBEHHO HeT HO \ , Tak Kak cuctema [EC 60601-1:2005 [EC 60601 Her (] p HENpUMEHNMO  HEBO3MOXHO
Rmel‘lﬂeHHM Wi noaBecKu 9.8 4.1a) [TRF] 1:2005/EN 2
BnrcyTcTBYCT. 60601-1:2006 HenpuMeHUMo A HeTUMeHUMO
[EC 60601-1:2005 n
9.8.4.1b) riRFI
HA 130 HenpuMeHUmMo HenpumeHumo HecyLLiecTBEHHO Her B Uber Tak Kakcuctema [EC 60601-1:2005 [EC 60601 - Her Her p HEeMnpuMeHNMO  HEBO3MOXHO
Bdennennii unu noaseckn 9.8.4.3 [TRF] 1:2005/EN HenpuMeHUMo HeTthUMeHNMO
OTCYTCTBYET. 60601-1:2006
HA1140 HenpumMeHnmMo HenpumeHnmo HECYLLECTBEHHO Her 1 |beymweHnmo, Tak Kak cuctema [EC 60601-1:2005 [EC 60601- HeTd (0] pi HENpUMEHVMO  HEBO3MOXHO
|w)ennenuii unn noaseckn 9.8.5 [TRF] 1:2005/EN HenpuMeHUMo HeTthUMeHNMO
gnecvTciBveT. 60601-1:2006
HA11S0 3nacHOCTH CBA3aHHble C TpaBma B pesynbTaTe HesHauuTeNbHO [SFC] HepocTaTouHas 4acTto Y MedioStar goctatouHas 1EC 60601-1:2005 [EC 60601- Aa Aa pa MpoTOKON MCMbITaHWI «J/TTA» (LGA)  HEBO3MOXHO
| i aHepruen 0 ycunms MexaHN4ecKas Npo4HOCTb MexaHW4ecKasi NPOYHOCTb, W HeT 15.3.2 [TRF] 1:2005/EN tornacHo LLIC 60601-1
[HesHaumMTeNbHas) HenpuemneMbIX pUckoB 13-3a 60601-1:2006
KMNbITaHH Ha HaXWM cornacHo ¢.7 [TRF]
[EC 60601-1, TyHKT 15.3.2: W HenpuMeHumo
- BHELHMX YacTy Kopryca
[O/DKHBI BbIEXMBATH yCUNMe
250 H +/-10 H B TedeHue 5 c,
LIPUNIOKEHHOE K YHaCTKy-
PKpyxHOCTM AHableTpoM 30 MM,
HAHG6C OnacHocTu CBs3aHHbIe C TpaBma B pesynbTate HesHauuTenbHo :SFCI1 HegoctatouHas yacTto Y MedioStar goctaTo4Has [EC 60601-1:2005 [EC 60601- Aa pa pa MpoToKoN ncnbnaHwii «/ITA» (LGA)  HeBO3MOXHO
MexaH1uecKoii aHeprueit 4pe3MepHOro ycunusa MexaHU4ecKas Npo4HOCTb MexaHnyecKas NPOYHOCTb, U HeT 15.3.3 [TRF] 1:2005/EN tornacHo LLIC 60601-1
[HesHaunTenbHas) Kn|MieMeMbIX PUCKOB 10 -3a 60601-1:2006
BCMbITaHHIA Ha yaap cornacHo 4.7 [TRF]
[SO 60601-1, nyHKT 15 3.3:
- CMIOLLHOV CTaNbHOM LWapuK
(anameTpom 55 mu, maccoit 500
r+/- 25 r) MOXeT GbITb
AloLLIEH 63 YCUNNS C BbICOTbI HETHUMEHNMO
1,3 M 0JHOKPaTHO Ha KaXay
COOTBETCTBYIOLLYHO HaCTb
-> Kopnyc ycTpoiicTBa
- Ans venbiTaHns
KPrHKa/IbKbIX NOBEPXHOCTEi
Ha LHYpe NOBELINBAIOT
CTafIbHOIA ap, fanee ero EAN

LlnAanAaiiian

ArAthnA

D 79N DA~ ANACDH
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::6pacbIBaloT C BbICOTbI 1.3 M
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YnpaBneHue puckaMmm no ycTpomcTBy
AHaNM3 PUCKOB, OLLEHKA N KOHTPO/b
Ha ocHoBe aHanu3a xapatcrepa, Noc/iIeACTBUA N BXKHOCTO OTKA30B

*( OnacHoOCTY CBSA3aHHbIe C

I><eAfresiuoaor. 3jpes

TpaBma B pesynbTate

i aHeprueii

0 ycunus

AHann3 pTKKos

HesHauuTenbHo [SFC] HepocTaTouHas
MEXaHUuECKast NPOUHOCTb

5 2 OnacHOCTW, CBA3aHHbIE C HAKON/IEHHO MexaHU4ecKoii sHepruei

HA1180 OnacHocTu CBsA3aHHbIe C
MeXaHWN4ecKoii sHeprueii

HA119C OnacHoCTU CBA3aHHbIe C
MeXaHWN4ecKoii aHepruei

HA 120C OnacHocTy cBsizaHHble C
MexaHU4ecKoit aHeprueit

LlnamAiiian dnatinas

O6uian TpaBma (cpegHeit
TAXKECTN)

O6uian TpaBMa (cpeaHeit
TAXECTHN)

O6uian TpaBma (cpe.fHeit
TAXECTHN)

D 795NY NA~AN ANICDH

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

KPUTHYECKH HepocTaTouHble pasmepb!
KH[KOCTHOTO KOHTYpa

|SFC| MoTeps gaBneHus

[SFC] BbiGpoc cTpyw / yTeuku

I. 4TOGLI NPU NagerHnn
b Kone6aTenbHoe
€ Nofo6HO MaATHMKY H

TOPU3OHTa/bHBIA Yiap NPoTUB

A COOTBETCTBYIOLLEN

vacT.
YcTpoiAcTBO MMeeT [EC 60601-1:2005 [EC 60601-
[OCTATOuHYI0 MexaHuueckylo  15.3.4.2 tTRF] 1:2005/ EN

€ BO3HUKHYT 60601-1:2006
«THEMNCMbIE pUcKM M3-3a  +.7[TRF]

A c6pacbiBaHVeM
ar.TacHo 1ISO 60601-1. nyHKT
15.3.4.1
¢ ycTpoiicTBa <koso 35 Kr (10
< W < 50 Kr) 1 OHO JOMKHO
BbIEPXKMBATh TPY COPaCckIBaHNS
C BBICOTbI 3 CM Ha MANTY 13
roficTol TBEPAOW APeBECUHBI.
VicnbiTaHue He JO/KHO BbI3BaTL
noBpeBLLeHHe YCTPOMcTBa.

Hacoc Bbipa6aTbiBaeT IEC 60601-1:2005 9.7.4 [EC 60601-

MaKcumanbHoe jaBneHve 1,9 [TRF] 1-.2005/ EN

6ap. CucTema NblaHroB 60601-1:2006
] [[Hp 93/42/EEC

>bliep1BaeT AaB.leHBe 6 6ap 1o MegUUMHCKUM

MHHHM>'bI B HAUXYALINX A38ENHAM

«'CNOBHSIX. (KOA(PHUHEKT

1 naca NpoYHoCTK; 3)
Komnpeccop BbipabarbisaeT
MakcumasbHoe jasnenne 17
6ap. Komnpeccop sauuuiieH
MeM/)KHHbIM BbIK/IIOHaTeNem
[oTkpbIBaeTcs Npu 17,7 6ap).

Mpu norg>e aasnenus 6yaeT  [EC 60601-1:2005 [EC 60601-
HE0CTaToUHOE OXNaXeHNe 9.7.2 tTRF] 1:2005/EN
annnukatopa OnNacHoCTb 60601-1:2006
aTCyTCTBYET Gnaropaps 4.7 [TRF]
KaMepesHsM TLiNepaTypsl B
annnnkarope, [MHpekTBa 93/42/EEC

NOCTOSAIHHbIE o megy

remMnepaTypbl BOjbl B 6/loke
3XNaX/eHNs annaukaTopa
NOCTOSHHBIE NPOBEPKM
remMnepaTypbl Ha X0N0AHOM
nopoHe 6/10Ka oXNaxeHUs

NOCTOAHHbIE NPOBSXM
pacxopa Boabl B 6noke
3XNaX/eHNs annmKaTopa

Bcnyuae BbIGpoca CTPYH M3-3a  [EC 60601-1:2005 [EC 60601-
FreyKH XUAKOCTH B 610Ke 9.7.2 [TRF] 1:2005/EN
IXNAKAEHNS BO3MOXHA yTeuka 60601-1:2006
aauncocni Ha CoeLUrHEHHS . U.7 [TRF]
3 cnyuyae oLnGKN:

noTeps AaBNeHus: AvpenHsa 93/42°EC

HET pacxopa Bofb! 110 MEAVLMHCKIM

Kan/v XMAKOCTY Ha HIDKHEl
4acTy ycTpoiicTea
CrepyKuLye 4acTy MOTYT GbITb

Bnok oxnaxpaeHus (B HUXHei
acTu ycTpoiicTBa)

VICTOUHMK nUTaHUS! (BHYTPY
Kopnyca)

24 B/ 48 B cTopoHa
TAMHEHNs

BHYTPEHHSISt 4aCTb YCTPOVCTBA

RO V03 RH141110-01.xIsm

PGNyNenBAEal« KOHTPMED

«ACKenVoH
kit » 1 Tsny)ana*S» (ABrimuk! |V—

OuelEaocraro4Hemx) pxKa

AsBrwiz
C00TA00
3HLKB(ALWHCH)

MPOTOKOAN HCLUMaHWN </TTAp» (LGA) HeBO3MOXHO
xunacso LLIC 60601-1

MposepTa (yHKL1N HEBO3MOXHO
IXNAKAEHNS

CneundmkaoHs la Hacoc
CrieuydmKaLms Ha WiaHr
Creyntmkaums Ha
pasbem(bl)

lomnpeccopa
CreumcpmrKkaums
MeMBPaHHOTO BbIK/oUaTeNIst

[~rpammHoe obecneyeHue HEBO3MOXHO
Ana nposepku, HA120

MpoBepKa thyTcKLLLL
IXNKEHNS

YepTexu HEBO3MOXHO
MposepTa (hyHKLUM

roa
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M OnacHocTe

YnpaBneHve puckamu no ycTpomncTsy
AHann3 pUCKOB, OLEHKAa U KOHTPO/b

ABanio puckos

Meg./rexm»or. ddderr s

5.3 OrBOKCTK. CBS3aHHbIe C BUA(YLLHMUCA YacTAMN

HA12K

HA1220

HA1230

HA1240

HA125C

HA126C

HA127C

HA128(

HUGUMEHHBIO HEMpUMeHUMO BCCYLLECTBEHHO
HEMpHMEHMbIO HenpuMeHnmo HECYILIECTBEHHO
HEMpUMeH1MO HenpuMeHnmMo HECYILIECTBEHHO
HenpuMeHnmMo HerpuMeHnMo HECYILIECTBEHHO
HenpuMeHnMo HenpuMeHnmMo HECYU|ECTBEHHO
Henp! p YU|ECTBEHHO

HECYILIECTBEHHO
HenpumeHnmo HENpUMeHnmMo HECYILIECTBEHHO

5.4 3uwcHOCTH. cBA3aHHbIe ¢ DCBGhXHOCTAMH. yrnamMu 1 KpomMKamn

HA129( 3nacHOCTH. cBS3aHHbIe C
MOBEPXHOCTAMY, yriamu u
)MKaMH

Ha2pauma rhaiznar ER 72N2 DAar NMQD

96Lwan TpaBMa (cpefHeit
TSHKeCTN)

KpPUTUYECKN

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

tieaocTanji KOHCTPYKLILL,

AbuwHAa meacly ML ocT A

HEnp1MeHnmo HEBO3MOXHO

1

MepH voTBxaieicTBHB
(kannu xugKocTn / 0TBOA
*3UDQOCTH B HIKHIOK HacTb
ycTpoiicTBa)

1HQeHMHaABLMAK ONACcHOCTb
JTCYTCrBYET, MOTOMY UTO:

-2 MOPP

* 3a3eM/IEHHbIE KOPMYC 1
KOHTaKTHast 4acTh

- MOCTOSHHbIE NPOBEPKB
pacxofja Bofbl (610K
3X/TKOEHHS), B Calyyae oLnGKu
B/IOK OXNaXKAEHNS BbIK/OYAETCs

YCTPCACTBO He CoadXUT
¢ 1ABIDKYLLMXCS HacTel cornacHo
IEC 60601-1, n. 9.2.1

Her TaK KaK Ha
YCTPOIiCTBE He MMeeTCs
:TBEMHBIX OT PaXKEHNIA.

“~np , TaK Kak
3MEMETT bl yNIPaBNeHNs He
Npe/ycMaTPUBAIOT 3aLMTHBIX
mep

HeTTpI

Henp , HET NOCTOAHHOM
aKTHBATLUM NPUMEHNTE/IbHO K
NyHKTY 9.2.2.S

HETT)

Henp: MO, MOTOHY HTO HeT
NOSHTILOHHPOBAHMS YCTPOIiCTBA
W nanveTrra.

Henp!

TaK Kak
136bITOYHBIN X04 (BbIHOC)
ycTpoiicTBa

pi , TaK Kak
KBOGOX/EHTK MaTllenTa He
onsiercs Heo6XoANUMbIM Ans
3TOro ycTpoiicTBa

eaBa M
:BSA3aHHbIE C OCTPLIMU Kpasmu,

TaK Kak
YCTPOCTBO He UMeeT yHKLUN
WU AT OCTAaHOBKM.

Mpy pa3pa6oTke KOHCTPYKUHI

yrnamu, noBepxHoCTAMU

v3e.nHst n3berath
XTpbIX yrnos u |p(LLIOK.
BioyasbHbIii 0CMOTD BHELIHNX
KOHTIOHENTOB

RO V03 RH141110-Ol.xIsm

(EC 60601 1:2005
9.2.1 [TRF]

LinpeknTa 93/42/EEC
10 HEAHTMOCKIOL
«3aeNHAM

[EC 60601-1:2005
9.2.2.4.3 [TRF]

[MvpekTuBa 93/42/EEC
TO MefMLMHCKTIL
CLUeNHsAM

[EC 60601-1:2005
9.2.14.4 [TRF]

[MvpexTusa 93/42/EEC
10 MeuUMHCIoW
1ofieNHsAM

[EC 60601-1:2005
9.115 ¢) [TRF]

[MvpekTtvBa 93/42/EEC
10 MEAVILIMHCKIM
wnenusim

[EC 60601-1:2005
9.116 [TRF]

[MvpekTuBa 93/42/EEC
110 MEAVLMHCKIAM
«anenHam

[EC 60601-1:2005
9.2.3.2 [TRF]

[MvpekTtuBa 93/42/EEC
110 MEAVILIMHCKIM
v3genuam

[EC 60601-1:2005
9.25 [TRF]

[MvpekTusa 93/42/EEC
110 HeHLIMICKUM
1o, NHsM

[EC 60601-1:2005
9.2.4 [TRF]

[Avpeknoa 93/42/EEC
110 MeNLNHCKIM
1oneNHAM

[EC 60601-1:2005
9.3[TRF1

[ArcpekTviBa 93/42/EEC
110 MEAVLMHCKIAM

["prokLaemmnt
AQHWANH

[EC 60601-
1:2005/EN
50601-1:2006

[EC 60601-
1:2005/EN
50601-1:2006

[EC 60601-
1:2005/EN
50601-1:2006

[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-
1:2005/EK
50601-1:2006

[EC 60601-
1:2005/EN
50601-1:2006

[EC 60601-
1:2005/EN
50601-1:2006

[EC 60601-
1:2005/ EN
60601-1:2006

BexuacHonb

W N

YTthaBneHue puckamn

OcyuscTBsieHb KoTnpmep

i 1 n
(3amkm)
p HeTI HeTT|
HenpyMeHNMo
Her TKr He' ()]
HenpyMeHNMo
HeTT] pi HETT H TWO  HeT(TWeLwwo
HEMpUMeHNMO
HeTd pi p
HEThUMEHUMO
Her Her Henp p
HEMPUMEHTLLO
HeT! Her HET(HMEHTLLO
HET(UMETBILLO
HeTTpl HeTTpl HeTd! HeTd
HEMPHMEHTLLO
TUTTPI Her HeTd Her !
HenpuUMeHMo
Aa Aa Aa YepTexu

«ACK/ENMoH

eSiei’ TKT>nog>{i 1a%c

3asBM 0CTATOYHOTO PKKA

11
1 Asass
XKML SK
A KCK0a/KMroA 7
imy
HETMHMEHHMO  HEBO3MOXHO
HETQTLLEHTLLIO
HET(UMEHUMO  HEBO3MOXHO
HENpUMEHNMO
HEMPUMEHMMO  HEBO3MOXHO
HET(HHMEHHMO
HEMPUMEHIMO  HEBO3MOXHO
HenpumMeHnmMo
HENPUMEHMMO  HEBO3MOXHO
HenpumMeHnmMo
HETMUMEHIMO  HEBO3MOXHO
HeTPUMEHNMO
HCT(ITIIEHHMO  HEBO3MOXHO
HETQTLIEHKMO
HENPHMEHILIO  HEBO3MOXHO
HENpUMeHHMO
«?
KL HEBO3MOXHO
TKT(QUMEHHMO

Crpanunua 23 n3 30



«ACKNenunoH

YnpaBneHve pyckamu no ycTpomcTBy
AHaNIN3 pUCKOB, OLEHKa N KOHTPO/b
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YnpaBneHve puckamu rno ycTpomncTey
AHasIM3 PUCKOB, OLEHKA 1 KOHTPOSTb

3BBCACCTH'  -TK":

Asaniopucke» m

1161, /Texk>nor. 3ODoEN S New BKAsSiNKnpawocrs® -

6. Bronoruyeocne H XMMNYECK He ONACHOCTH

6.1 EBONTNECKHE 0NacHocTn
HA 137C 3Hononnecw
4eccLIMeCTHMOCTDb (BbIGCH
><aTepHa/ia. COBMECTUMOCTb
; BenTecrsa, TKaHu,
KaTn>Harbl)

6.2 >CMMHYeCKMe 0nacHocTn
6.2 1 BKIMKIACTBHE Ha HMYLLECTBO
HAI3S0 3nacHOCTH. CBSi3aHHbIe C
JKennyartalw ki ycTpoiicTBa

4acto

hteoii
KOTOpble OH 3alyMLiaeT,
(Yrceumoro KnanaHa Her.

CootsercTaue 1ISO 10993-1

7. OnacHoCTu, CBA3aHHbIe C IKCMyaTalHell ycTpoiicTea
7 .K >NacHocTH. cBAsaHHble ¢ VHLWINOHaNbKbIMI BO3MOKHOCTSIMM YCTpOCTBa

HA1390 HenpumMeHUMo

HA1400 HenpumMeHUMo

HAI1430 CnoxHas n 3anyTaHHas
:HCTeMa ynpas/ieHns s
KennyatauHk
(aKcnnyaTaynoHHas
onuwbka)

YnbTpassy i renb
BCMIO/b3yeTCst MeXay
rangupoBoit NNacTUHoOR
annnmuKaTopa v Koxeii
OriBeaHHe B PyKOBOACTBE
nosb3oBaTens 06
NCNoLIBALILL C
YNbTPa3sByKOBbLU FeieM 1
OUMCTKeE annaukatopa

paBMbl NaLHeHra, KpUTUYeCKU HcnonbaosaHse maTepuanos,

10N1b30BaTENe HIH KOTOpbIE He pa3peLueHbl K

TPETbUX NNL, NPUMEHEHWIO B HaCTAX,
KOUTaKN(YKMUHX C NaLeHToM
[Tpy6Ka, annaukatop,
noAKnasKa)

HexenaTe/bHble HECYILIECTBEHHO  UCMO/Nb30BaHMe TUMBIX

10604 Hble 3PHEKTbI BELLIECTB

(ymepeHHble)

HEMpUMeHMMO HECYILIECTBEHHO Henp!

HeMpUMeHMo HECYLLIECTBEHHO HET(KMEHHMO
HeTthaBIBHO HesHaunTenbHO CrMLWIKOM cnoaolas cuctema
3HaueHNa N"yameTpos yTthaBneHHs/

ABTOMaTHYecKast Monb3oBaTeNbCKMii Wrrepdeiic
XTaHoBKa nevebHoi
npoueaypb!

7.2 (NacHoCrn, CBA3AHHbIE C HEXENaTeNbHbIMU NO60UHBIMN 3MHEKTaMU 1 HEAOCTATOUHOM SPHEKTUBHOCTBIO
7.2.1 1 [enpaBanbHblii pesynbTaTt npoLeaypbl

HA1440 1{enpaBK/bHbIii pesynbTaT — Oblias TpaBma (cpeAHell  KpuTMueckn  HecTaHgapTHas 3agana MoxeT
npoueaypb! THKECTH) NoTPe6oBaTh N3MeHeHWst
3ajaHHbIX HACTPOEK 37IEMEHTOB
ynpasneHus
HA1450 O p non He3HaunTeNlbHO  HenpasuibHble NapameTpbl
OpyrHe acneKTbl M3MEePeHNii  NpoLeAypbI nasepa n3-3a HenpasuIbHOro

* Besukynbl u/Bnu pydubl wo6opa annakaropa

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

HEBO3MOXHO

vHoraa

nHoraa

nHoraa

Henp , TaK Kak B
YCTPOIACTBE He BCMO/b3yeTest
5arapesi U AONONHNTENbHbIA
SICTOUHUK MUTAHNUS! COT/IACHO
[EC 60601-1 MYHKT7.9,24
OTCyTCTBYIOT CBETOBbIE
WMHAMKaTOPbLI cornacHo LC
60601-1 nyHKT 7.g.1
[“toBep3a aKcnnyartalnoHHo
npuUrogHoCTH

[X(chonio pasnuumnmoe

[“pHuewembe
ICLUOPTM

[EC 60601-1:2005 1EC 60601-
117 1:2005/EN

60601-1:2006
1SO 10993-1:2009

[MvipekTvBa 93/42/EEC
10 MEAVILMHCKUM
wige."WwAbl

[EC 60601-1:2005
11.6.8 [TRF]

[EC 60601-
1:2005/ EN
60601-1:2006

[EC 60601-1:2005
7.9.2.4 [TRF1

[EC 60601-
1:2005/EN
60601-1:2006

[EC 60601-1:2005 7.8.1 IEC 60601-
1:2005/EN
60601-1:2006

[EC 60601-1:2005 EN 60601 16:

15.1 [TRF] 2010

EN 62366:2008

nsobpaxenune Ha XXK-gucnneec 4.1,5.3,6

KHEOPHbIM 9KPaHOM, C
OUEBMHBIM MpeaHasHaueHem
wonKa aBapuitHoro
LWIK/IOYEHHS N1asepa Ha
nepefHeit 4acTH, 3BYKOBOI
CUTHaN NPV N3MEHEHUN
NapameTpoB, ATOHOUHUYHOE
pacrionoaceHue KHOMoK)

Oro6paxeHsie Ha gucnnee
BbIB{»HHbIX NapameTpoB
COOTBETCTBYIOLLEI NasepHoi
npoueaypbI:

*MN0THOCTL 3Heprmn

- ANMTeNbHOCTL UMMYNIbCa
*YacToTa noBTOpeHust
VIMNY/bCOB

- lanHbIe annmkatopa,
COXpaHeHHbIe B MOAyNIsAX
namatTn EEPROM, rpge ykasas
TUN AUCTest H/HAN pasmep
nasepHLIX NATEH Ha gucnee
+3alna oT onacHbIx
Hava/IbHbIX 3HaYEeHNii Yepes
0TOGPaXeHMe NIOTHOCTY
Kepnn Ha gucnnee

HasBaHue (panna: FB /302 RAaC MSPRO V03 RH141110-01.xIsm

[EC 60601-1:2005
15.4.5 [TRF]

[EC 60601-
1:2005/EN
60601-1:2006

IEC 60601-1:2005
146.1
[naHHbIe HEAOCTYNHbI)

EN 62304: 2006

Beawaomscn

Ynpasnosio puckammn

0~[BC1blest>16 KOHTpMEP

ha ha ha
Aa na na Aa
Her Henp Her Her
Her p Her
Aa na pa
Aa ha na na
Aa Aa Aa Aa

3araiob(3alLLIpK)

/ipoBepKa aniurakatopcio 1
CcKaHepa

A<»0aCTBO MONb30BATENS

[MpoBepka
>HOCOBMECMOKCTD

HEMPUMEHNMO

HENPUMEHNMO

J>a&n npoekTupoBaHns
KCTTyaTaLIOHHOI
NpUrogHoCcTH

[porpammHoe obecriedeHye
AN uioBepkn, HA120

®aiin NpoeKTUPoBaHUs

KennyaTalloHHo#
TPUTOAHOCTH

[iporpammHoe o6ecnevesiHe
Ans ihosepkil, HA120

AHanio 0TCNEeXNBAEMOCTN

«ACKNennoH

3ueLa 0cTaTOHHOr0 PXkeKa

1
i
1
Asaso
5 »0TBO|BEB|a
A pmcwmM/wirug
JE HEBO3MOXHO
HergumeHHMo
z HEBO3MOXHO
1H
HenpuMeHUMo
HENPUMEHNMO  HEBO3MOXHO m
HenpumMeHuMo
HENPUMEHNMO  HEBO3MOXHO
HenpuUMeHIMo
z HEBO3MOXHO
HenpuMeHMMo
MMo HEBO3MOXHO
s
HenpuMeHMMo
RH HEBO3MOXHO
r
HENpUMeHNMo

CrtpaHuua 25 us 30



YnpasfeHue pyckamu Mo ycTpoicTsy

AHanM3 pUCKOB, OLEHKA N KOHTPO/Ib
Ha ocHoBe aHann3a xapakTepa, NoCNefCcTBUA 1 BXHOCTU OTKA30B

m Onacaocrb
HA1460 Owmn604HbIE TMEPEHNX H
[Apyrvie acnen bl n3vepeHunii

HAI147C Owmn6o4Hble H3Mepelon
[ApYTVe acneKThbl U3MepeHii

HA1480 O n3mep n

sfe”Aexaooor. ddess
« Mepeposnposka
(houeaypbi

* Beankynbl H/KNH py6uibl

*Mepepo3ThoBKa
Tpoacaype!
" Be3nKynbl HMNH py6Lbl

n

APYTVe acneKTbl UsMepeHni

Tpoueaypb!

>Be3nkynbl H/KNH py6Lbl
TOXOrU KOXU TpeTbei
nenexu

HA1481 O n3mep n
ApyTVe acneKTbl UsMepeHnit

HAI1482 O n3mep n

m
[(oueayper
>Be3nkynbl A/MNH py6Lbl

apyrHe acneKTbl N3MepeHnii

HA1490 HegoctaTouHas
cneyugmKaums Ha ToBepKy
3epef UCMO/Ib30BaHMEM
1 HeT(haBunbBoe 3HaueHue
3151 NpoyeaypbI
2.k

n
Tpoueayps!
* Be3nKynbl U/HH py6Lbl

OTcyTcTBYeT
repaneBTMUeCKMil
MMKKT

1 0u)eXaeKHs rna3
1 epefo3HpoBXa

p
ALIGPOC HEHOHH3HPYIOLIEro
107y YeHHS!

1 Buonornyeckoe
TapaxeKue

HA150d CnopHoe nnn
Jeoako3HauHoe
3TOGPaXeKHe Ha gucnnee
HaCcTPOeK NnapameTpos,
PesyNnbTaToB M3MepeHuii n
[APYTIX XapaKTepucTuK
[HenpeanameperHast
HaCcTPoiiKa NapameTpos um
c6oii npu HacTpoiike
napameTpoB)

HA1S10 CnofHioe n HeogHo3Ha4Hoe

n 1
MepekpecTHoe
rapaxeHHe

OTcyTcTBYeT NN
NWKoM
He3HAUNTE/IbHbIN
TepanesTU4eCKuii
adcpexT
Me”o3lux>BKa
[thoueaypbt
Mo6ouHble ahheKTbl

OTcyTCTBYET UMK

TrobpaxeHue Ha jHeNMee  CANLLIKOM

HaCTPOeK N"\TamMeTpoB, He3HAUNTE/IbHbIN
PesyNbTaTOB N3MEPEHWUA U TeparneBTUYECKMii
APYriX XapaKTepucTuk adcpexT

(Henp T m

oTo6paxaemblx Ka AHennee spouedypbl. Mo60uHble
JKaueHBit) 3hheKTbI

HA1520 CnopHoe unu
HEOfIHO3HAUHOR
0TOGpaXeHue Ha aucrnee
HaCTPOeK NapameTpos,
Pe3yNbTaToB M3MEpEHUii s
apyrux xapakTepucTuK
(BBopsLLee B 3a6nyxaeHne
oToGpaxeHue JaHHbIX)

OTcyTcTBYeT Unn

He3HAUNTE/TbHbIN
TepanesTUYECKuii
ahheKT
Mepego3npoBKa
moLeypbl. Mo6oUHbIE
3pepeKTbI

AHaNpPHCK»

S
He3HauuTeNbHO

e3KAUHTENBHO

He3HauuUTeNbHO

He3HauuTeNbHO

He3HauuUTeNbHO

KPUTNYECKI

KPUTUYECKN

KpUTUYECKM

KPUTUYeCKN

@ 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
HassaHue ¢avna: FB 7302 RAaC MSPRO V03 RH141110-01.xIsm

HenpaBu/bHOe 3HaueHe

NapameTpoB Nas”"aa BC/eACTBIE
N3MeHeHHs NapamMeTpoB TOKa 10 -

U HencnpasHOCTY 6/10Ka
f\npaanewm 4noaom
HeBepHble NapameTpbi nasepa
B3-3a (HNMBOK NHANKAOHU
(rnaBHbIii NpoLiecc)

HeBepHble napameTpbl Nasepa
H3-3a HeNpaBuNbHOI
A/MTENBHOCTI HMNYNBCOB

aeTUaBINbHES LideMeKmas
0C/1e0BATE/LHOCTE
X3E[JAHEHSIS TIaBHbIN -
MOAYMHEHHbIIA
HeT(aBH/bHasi BpeMeHHas!

NOCK/0BATE/IbHOCTb /1a3epPHOr0

NMNY/bCa U OLEHKN

TMoBpesx/ieHne OTTINHECKUM
Hafyuenvem

OKennyaTaums B HeHaexallux

LIELIHHX YCNOBUAX

HenpasunbHas Hacagka/ nxnio

Mcnonb3oBaHHe
SIeNPOAe3VH(HLNPOBAHSAOrO
WnnHpa

3BogAWan B 3a6nyxaeHNe
IOLLEKaNHA Ha gucnnee

3BoAwWan B 3a6nyxpense
AHAHKALHA Ha AHennee

3BogANLA B aabnyxoeKHe
NHAMXALMS Ha Anucninee

A
vHorga

nHorga

nHorga

nHorga

HsOr,:a

nHorga

nHorga

vHorga

vHorga

1

NuwbivonouJvIlEran

* KOHTPO/b 3HaueHWii TrBoaa u
WIKTENLHOCTH HMMY/bCa

- 6/10KMPOBKA MMMy LCOB

- M36LITOUHOR SI3HEPEKHE TOKa

- OTo6paXKeHMe COO0BLLELLLV ¢
aaf|Ba>xzeHnem

1EC6060M:2005
14.6)

[oTcyTcTBUE
BE/IOCTUOCTM [JaHHBIX)
(EC 60601-1:2005
146.1

[HenpaBunbHoe
TOrNNacoBaHHE AaHHBIX
BO LKMEHH)

IEC 60601-1:2005
146.1

[oTcyTcTBYE
K/OCTHOCTM JJaHHbIX)
* CMHXPOHM3NPOBaHbI NasepHbiii [EC 60601-1:2005
BMMY/bC C OLIEHKOI U 146.1

KOHTPO/IEM MepenoiHeHns (oTcyTCTBUME
L{eNI0CTHOCTY AaHHBIX)
EN 62366:2008
4.1,53,6

- KOHTPO/1b TAKTOBOA 4aCTOTb!
*6/10KNPOBKa NMNY/NbCOB

- OTo N3axeHue CoobLLeHU ¢
NOATBEPXAEHMEM

PeKoMeHAaumMn B PyKOBOACTBE

no/b3oBarens:

OnucaHme B PyKOBOACTBE

nosb3oBaTens mMep

630MacHOCTM 10 NPOLEAYP 1 BO

Laemsi npoueayp

OTdheaeneHne B pyKOBOACTBE

0/b30BaTENs YCNIOBMiA

XpaHeHus, TPAHCMOPTUPOBKY 1

JBenyarauHH

CneyHdHKanHA TpeboBaHuii Ans

6€30MaCHOT0 UCTIONb30BAsHS

[iade}Loro ycTpoiicTBa

YeTkoe onvcaume

LWIN/HKATOPOB

iiirryHTKBHO NoHATHbIN An3aiin  60601-1-6:2004
42,6.1,6.223

TpoBepKa aKCMyaTauyoHHoM

ajKrogHocru.

(FOXMyHKKaLLKLLIHbIV gncnnei

C MOArBEPXKACHNCEI, 3MEHEHNE

NpameTpoB TOLKO B PeXMMe

MXUTAHUS H NPOBEPKA [JaHHbIX

BO BpeMsi Mepexojja B Pexum

FOTOBHOCTK MOHATHbIiA 6e3

BMeHeHWii gucnneii)

(VIHTYMTMBHO NMOHATHBIN AnsaiiH 60601-1-62004

rpacuyeckoro HKkTepdeiica. 4.2,6.1,6222

["“toBepKa aKcnyaTaLyuoHHo

npuUrogHoCT

(YeTkoe nsobpaxeHne Ha KK

BBC/ICE C CEHCOPHbIM 3KPAHOM

(VizeHTUuHBIE MO3MLMK

0To6paXxKaemblx 3HaUeHNi Ha

KCEX M0/1b30BaTe/IbCKUX

Aucnnesx)

(VMryurmBHO MOHATHbIN AU3aitH 60601-1-6:2004

rpatuyeckoro kurepdeiica. 42,6.1,622.3

TMpoBepKa aKCMyaTalHOHHOM

NpHroaHoCTI.

(YeTkoe nsobpaxkeHne Ha XKK

ruienaee ¢ CEHCOPHbIM IKPaHOM,

NOBArHbIiA 63 NoAcHeHiA,

HECYLLIeCTBEHHbIE JaHHbIE

0TOGPaXKAIOTCA TONLKO B

BOAMELLIO. 0TOGPaXKeHMe

naveHHi B eguHuLax CU)

-

M uyHeucune
nnwepns
EN 62304:2006

EN 62304:2006

EN 62304: 2006

EN 62304: 2006

EN 62304; 2006

EN 60601-1-
6:2010
£N62366:2008/
[EC 623632007

EN 60601-1-6:
2010

EN 60601-1-6:
2010

EN 60601-1-6:
2010

Be30BKaocTb

X
na
na
na
na
na

ha ha

na

na

na

YTasnerHe puckamn

na

na

na

Acysscnaenne KOffipin

ool

Aa ha
Aa ha
Aa ha
Aa ha
na na
ha ha
ha ha
ha ha
3a 3a

(NorpabIMHOe obecrnevyeHue
ans nposepkun, HA120

(\MasIH3 oTCNEXNBAEMOCTH

Tporpa3cmHoe o6ecrevdeHsie
ans ThmepkH, HA120

Auanus 0TCNeXMBaEMOCTN

TMporpammHoe obecredeHue
ansa nposepku, HA 120

AHanu3 0TCNeXHBAEMOCTH

TMporpammHoe obecriedeHye
ans nposepkn, HA120

AHanu3 0TCNeXNBaEMoCTU

MporpammHoe o6ecrieveHye
ansa nposepku. HA120

AHaNN3 0TCNEXNBAEMOCTI

/\PyKOBOACTBO NMO/b30BATENS

KOHTPO/IbHBIif CTIMCOK,
3yKOBOACTBO M0/b30BaTENs

daiin aKcnnyaTaLyoHHoi
curogHocrun

MpoTokon o6y4enus

®aiin NpoeKTNpoBaHNs
KCMNyaTauMoHMoi
NpUrogHoCTM

C>alin NpoeKTUpoOBaHUsA
3KCMNyaTaUMOHHOI
1

aiin NpoeKTNPoBaHNA
IKCNyaTaUMOHHO#
NPHIOLIOCTHM

«ACKNENMoH

MEKATetmn A VKK (Aeritpioc |

RH

RH

RH

RH

RH

zl

zl

3BPBLL OCTATOYHOIO PUCKA

A
HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

HEBO3MOXHO

Awsns
BOArHoveaHs
AKWA/HO3A

HENpUMEHUMO

HEMpUMEHNMO

HENpUMEHNMO

HENPUMEHUMO

HEMpUMEHNMO

HENpUMeHNMO

HEMpUMeHNMO

HENPUMEHNMO

HENpUMeHMO
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YnpaBneHue prckamu no ycTponcTBy
AHann3 pucKoB, OLEHKa U KOHTPO/b

M OBacHoCTb
HAIS3Q HepocTaTo4Has BKAHbBIOCTb,
1MbLLIOI0CTb H
«[0CTaTOUYHbI KOHTaKT
[HenpaasinbHas HacTpoiika
napameTpoB)

7.2.2 T 0604HbIe a(htheKTbl
HA J55( 3kcnnyatauus 3a
npegenamu TpedyembIx
YCNoBWii OKpyxatoLeit
1depb!

HA1560 C6oii ycTpoiicTBa unu
[>YMXUKH 13-3a Hemonagkm
y3na unH GyHKuuM

HAI570 OnacHoCTU Ha oCHOBe
1CCNeA0BaHMS 6asbl aHHBIX
YnpaBnieHnsi o KOHTPO/IO
33 NPOAYKTaMM 1
aexapcTBamst

HA168U OnacBocTH, cBsisaHHbIe C
siccnnyaTallicii ycTpoiicTBa
[HekoHTponMpyemoe
liyHXUHOKigxMaHHe)

HA 159C OnacHocTu, cBsi3aHHbIe C
JKcnnyaTayueil ycTpoiicTea

HA160CI HEeNnpUMeHnMo

Mat/rexwsor. ekt
OTCyTCTBYET M
CMLLIKOM
K3HAYHTeNbHBIA
repaTKBTHYECKSI
Ibdar

Wcpeoosunposxa
npoueaypb!, MoGouHbIE
3peKTbI

>neperpes ycTpoiicTBa
>OTK/OKeKHe
napameTpoB nasepa
*nepefosnpoBKa
npoueaype!

>lepefo3npoBKa
npoueaypb!
mBe3nkynbl n/unm pyéupl

" Mepepo3npoBKa
npoueaypb!
mBe3nKynbl n/unu pydubl

[HenpaBunbHbiit
TepanesTU4eCKuii
3((eKT BbI3BaHHbII
HenpaBuUbHO
MowHocTbio
VesionK3KpyIoLwero
v3nyyeHns
[HexenarenbHbie
no6oYHbIe 3PPeKTbI
[ym~3eHHble)

NeThuUMeHUMO

AHanwpHc3o»

S
KPUTUYECKU  3HUMOCTb ABCMES MK
OrreBeHBBOM OCBelLeHUN Uns

Yepes NasepHble 3alyNTHbIE O4KN

HE3HaUYUTeNbHO  CALINKOM BbICOKas TemnepaTypa
TennooTeoaa

HE3HauNTeNbHO  OTKa3bl 4aTUMIOB TOKA

bIEHAUTITE/IBHO  CIMLLIKOM BbICOKNI BbIXOf
aHeprum

HesHauuTeNbHO Cnwwasm HH3oe i CIVLLIKbI
BbICOKOR HAMPsKeHe

HesHauuTeNbHo MoBpeXaeHNs feTaneii B
npuUHagnexHocTell 1s-3a
MHOTOKPaTHO O4MCTKN H

[Ae3HHpeKLLL.

HECYILIECTBEHHO Her

A
nHoraa

nHoraa

vHoraa

VHorga

MHora

VHorga

Mepbl HpeiHBimtikiHHB >
KHlyHinBHo KOHATVbAn3aiin  EN 62366:2008
rpahuyeckoro HHrepgeiica. 4.1,5J
\MMepKa aKCM1yaTalMoHHO
npTnogHoCTY.

[Aucnneii ¢ NoACBeTKOIA, KHOMKa
aBapuiiHOIA OCTaHeLLKH Na’”aa,
[serynHpyemast /thkocTb

XSICMNest, YeTKast LBeToBas

ramma gucnes, ienoa

pasnuuMMast Npu YTeHUN Yepes
3aLUNTUBK 0UKM)

- NOCTOSIHHbIE NPOBEPKY
TeMnepatypbl BOAbl 4N5 AN0A 51

TeMnepaTypbl OXnaxaatouei

SICHIXOCTH ANt KOMMpecce”

* NOCTOSIHHAS PeryMpoBKa

MCOPOCTH BEHTUNSITOPA

- PEXOMEHNAUVH B UHCTPYKUUN

10 ITKMTyaTaUVS

TPy CAMLIKOM BbICOKOIA

TemnepaType yCTpOiACTBO

MepeKIoUaETCst B PXIM

STANDBY (oxwupaHue) Bes

0MacHOCTY A1t NaLLIYEHTA,

N0/b30BaTENs M TPETLUX NN

TMOCTOSIHHBIA KOHTPONL 32

COCTOsHMEM 06OPYA0BAHMS 1

NPOrpaMmMHOro oecredeHus,

YCTPOICTBO CUTKaNH3aLmMH o

HeHCTaBHOersix

- M36bITOYHOE N3MEpeHMe ToKa

- ABTOMATMYECKUii NepeBog

YCTPOIACTBA B PXVM OXMAAHNS

WM OTKNIOHEHME NpU

«nonagkax

- KHonka aBapuiiHoro

BbIK/IIOYEHNs! Waepa

- M3BbITOUHAR cuCTEMa

1OMEpeHKsl ToKa

*6/10KMPOBKA MMMY/ILCOB

*@XEroHbIV 9a9HTPOML

Ea-THepoBKH Bbix0aHOr 0

S3NyUeHHs Nasepa

* UCTOUHUK MHTAHTY C BXOAHbIM

«anpsxeHHem 11S B~; S0/60

luy 1400 BA

220-240 B~; 50/60 'y, 1500 BA

(+- 10%)

*KOHTPO/Ib BBIXOAHBIX

napameTpos

Mpu 6onee obnndHoii ouncTke [EC 60601-1:2005
M AesnHpeKL W Henpremnembix 11.6.6 (TRF}
TUCKOB He 0XKNAaeTcs.
- MOBEPXHOCTL YCTPOCTBA
MOXET O4MLIATLCA MHOTOKPATHO TO MEAULMHCKIM
- KOHTaKTHas 4acTb C ogenvam
510COBMECTHMbIM MaTepuasom

(cantmpoBoe CTeK0)

=PyKOBO/CTBO M0/Ib30BATENS:

onucaHvie WoLEayp OYHENIL 1

0e3nHpeKLn

@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
HassaHue panna: FB 7302 RAaC MSPRO V03 RH141110-Ol.xIsm

Henp , TaK Kak
nepKknusauns ncTpebyetcs

(EC 60601-1:2005
11.6.7 [TRF]

[MvpekTtvBa 93/42/EEC

YnpaBreHne pHCKaMH

BexTxaocn ObyUBX|K-HIH,1 KWITpUEp
3
&
1
1 1 h
S. UK
t %

1hylutenme 1 M 11
nasaKmnb
EN 60601 16: na aa aa aa
2010
EN 62304: 2006 na na na
EN 62304:2006 aa na na
EN 62304: 2006 na aa a2
[AvpekTnea na na na
WI/42/EEC no
VeAVLILICKIM
TLKIMsSM
EC 60601- na aa 22 a2
1:2005/EN
60601-1:2006
:EC60601- Her Her Henpl Her Her

1:2005/EN

OurekT 93/42/EEC 60601-1:2006

TO MeANLMHCKUM
Ty. lwem

Paiin npoexnLyoBaHNA
akcrutyaral{1FOLM0i
YHTIIHOCTS

TporpammHoe o6ecneyeHme
nna nposepku, HA120

JIHanm3 oTCNeXNBaEMOCTI

[~rpammHoe obecneyeHne
30 Ccpos”™kH, HA120

AHaNU3 0TCIEXMBAEMOCTN

TMporpammHoe o6ecrnedeHne
OWnposepku, HA 120
AHanN3 0TCNBKMBAEMOCTI
0BO/CTBO MONb30BATENS

YCTpoiicTBO AnAt NPoBEpKN

CTenHpUKawm

TMpoBepKa annaMkaTopos n
CKaHepa

“\DYKOBOZCTBO N0/Nb30BATENS

HEMpUMeHKMO

«ACKNennoH

SUILBIA 0CTATOHHOTO pycKa

>
1
w
1 1
5
Awws
1 ) ansHowsuus
A parvnBlaiLmvir
z HEBO3MOXHO
HenpuMeHIMo
RH HEBO3MOXHO
HenpuMeHIMo
RH HEBO3MOXHO
HenpuUMeHuMo
RH HEBO3MOXHO
HEnpuUMeHUMo
z P!
MMo HEBO3MOXHO
HenpuMeHIMo
a HEBO3MOXHO
HenpuMeHUMo
HEMPUMEHUMO ~ HEBO3MOXKHO
HenpuMeHUMo
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YnpasfeHue prickamv no ycTpoicTsy

AHann3 pUCKOB, OLLeHKa U KOHTPO/Ib

MO TeeBEN
HAI6tO OnacHocTu, cBu3arae ¢
KNnyaTauw K8 ycrpoiicTea

HA162C Xpauekue 1 aKcnnyaTtalHB
la npegenamm ykasaHHbIx
ycnoBuii okpyxatoLeit
cpegp!

HA163G O60cHoBaHHO
1porHo3u>yenoe
KnpasmnbHoe
KMONb30BaHHe
[ncnonbaosasisie He no
HasHayeHWio)

HA1640 HeyaosneTBopuTenbHoe
npepynpexaeHHe o
no6o4HbIX 3heKTax
(OwnboyHbIE NapameTpbl
npoueAyp)

HA16S0 HeyaoBneTsopuTensHoe
npeg>vpesiuesive 0
NPOTUBOMNOBA3AHHSX
(HenpasunbHoe
KNonb3oBaHHe yCTPoiicTBa)

HA1660 MospexaeHm! npn
PaHCMOpTMPOBKeE
[Cnvwkom 6onbLuoii Bec
KI5l HenpaBm/bHoe
3acnpe/eneHHc Macchl;
wy6pCcKHbIe Kpan)

8. MapkupoBKka

Aranks puckos

8.1 (FnacHoCTY, CBA3aHHbIE C HBATTYKUMSIMA N0 YCTaHOBKE

HA1670 HENPUMEHUMO

82 (JInacHOCTH, cBsizaHHble C MapBsiPOBKO yCTPOACTBA

HA168G OnacHocrK, cBA3aHHbIe C
AapKHPOBKOIA yCTpoiicTBa

HAIB9C HegocTaTouHast MapkvpoBKa lMouoxAeHHs rnas

HCTKUNHKaLus
NpUHAANeXHOCTed

Muw/nawosnr; 3Mekr S
HexenarensHble HesHauMTeNbHO
10604 HbIE 3(heKTbI
[ymepeHHbie)
HexenarenbHble He3HaUMTe/NbHO
10604 HbIE 3(heKTbI
(yMepeHHblIe)
O6uan TpaBma (ATeaHeit KpUTUYecKn
TAXKECTN)
Mo6ouHble ahdeKTsl KpeTu4eckn
Mo6ouHble ahtheKTbl He3Ha4uTeNbHO
TouoXAEHKSA BO BPEMS  He3HAYUTeNbHO
TPaHCNoPTAPOBKY;
Bpep, NpUUMHEHHBIN
BC/eACTBME
OepemeLIeHNs TsKeCTelt

HEMpUMEeHUMO HeCyLIecTBCLWI0
HesxenatenbHble HE3HAUUTENbHO
10604 HbIE 3PPeKTbI
(YM/OHHbIE)

KpUTUYECKI

MepegosnpoBKa
GOLCAYIxL

@ 000 LMPMY (&) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU
Ha3zBaHue (avna: FB /3U2 RAaC MSPRO V03 RH141110-0Ol.xlsm

bnweapnamMocni
CoopoBaalTTeNbHble J0B MenTbI
TTCYTCTBYIOT H/H C
AANONOAATABIMA
{topmy”~cpoBXaMH

:lefjocTaTouKas ynakoKa

Yenoseueckas ownbka

Yeoby4eKHbIit HIH
~ABOCTaTOYHO
EBanM(MTXMPOBaHHbIA
to/b30BaTeslb

HegocTaTouHoe onvcatne
[thcanonaraemoro
KM0/1b30BaHMs!

CrHnniom 6o/ibLuoe, He
3PrOHOMMUHOE 1 TshKeNoe
YCTPOIACTBO,
Bey/l0B/IeTBOPUTE/IbIast
YraKoBKa

A

HEBO3MOXHO

nHorga

vHorga

vHorga

vHorga

nHorga

Mepbi igoiiHHMiLiici'BM
HENpUMEHNMO, NOTOMY YTO

[EC 60601-1:2005

[OKyMeHTaoHsa npcgocTasnseta 7.9.1 [TRF]

BOYMaXHOM BUfe.

CTHTpOBOAMTENbHbIE JOKYMeHTbI [upekTusa 93/42/EEC

Anst MedioStar BktovatoT B
x6a:

- PYKOBOACTBO No/ib30BaTensi
* TeXHUUECKOE OMHeaHHe Kak
4acTb PyKOBOACTBA
nosb3oBaress

(YenbITaHHe yNakoBKM Ha
COOTBETCTBYE YKA3aHHbIM
YC/I0BUSIM TPAHCTIC MPOBKN,
XPaHEHNs! H 3XETUTYaTaLLITH

10 MEANLMHCKIM

MKTYHIHBHO NOHATHbIV An3aiin EN 62366:2008

ycTpoiictBa MedioStar
MpoB”na IKelTyaTalloHHO
npuUrogHocTy.

(TouHoe onHeaHHe
npegronaraemoro
VICMO/b30BaHNS H 0\ TalLIeHWst C
YCTPOIACTBOM B PyKOBOACTBE
nonb3oBaTens)

OniHeaHHe npodmnst

4.15.3,6

EN 62366:2008

npegnonaraemoro narbaosarens 4.1. 53.6

MoaroToska nepcoHana

OnHeaHHe Npejnonaraemoro
VCMONb30BaHNS B PYKOBOACTBE
nonb3oBarens

MuHUMM3aUVs Beca
PaBHOMEPHO PacrpeaenieHHbIit
Bec

OTCYTCTBME HECKOLLEHHbIX
KPOMOK

BCTpORHHbIE pyUKM
Hapgnexaluan ynakoska,
[ETEKTOPbI AN151 OTTPY3KN
nsgennii

(McnbnaHns ynakoBKu)

MapkupoBKa Henpasu/ibHas nin
oTcyTCTBYET

BeKOKTPO/HPYeMblii BbI™X3C
A@MOHH3KPYIOLLIEr0 U3NyYeHWst
HenpaBunbHbiIii alwkkaTop /
nasepHoe NATHO

vHorga

vHorga

HO

MeTdi , N3-3a

EN 62366:2008
4.153,6

EN 62366 2008
4.15)

IEC 60601-1:2005

OTcyrcTBiu onacHocTu B cnyyae 7.2.17 [TRF]

NPeX/ieBPEMEHHOI PACTIaKOBKM
ycTpoiictBa MedioStar.

MapnuioBKa ycTpoiicTsa B
100TBETCTBUA C NYHKTOM 7.2.2
- 3aBosicKast TabNNMuKa Ha
ycTpoiicTse

- OTUKETKaA C HOMEPOM AeTanm
Ha anTunoart(the

« Homep pegakuynvn
MPOrPaMMHOT0 06ecriedeHms u
faTaBbinycka B FAJT (H B
»PBMCHObI PeXuMe)
WapKHpOBKa v cneuudukaums
npuUHagneXxHocTei (Hanpyumep,
VILIINKATOP, HOXHOI
nepeKsioyaTens, MHAKXaTOpKast
namna N1asepHoro N3MyyeHNs 1
610KMpoBKa ABEPLIbI)

[£C 60601 -1:2005
7.2.2 [TRF]

11HpckTnBa 93/42/[EEC
N0 MeHUHHCKHM
v3genvsim

JWKKTHB3 93/42/EEC
N0 MeAUUMHCKNM
v3genuam

EN 62366:2008
41.5.3.6

MpuasemHe
cTBWBPW
EC 60601-
1:2005/EN
60601-1:2006

[AvpekTusa
93/42/EEC no
HEBLLIHMCKIM
waenmsim

EN 60601-1-
6:2010

EN60601-1-
6:2010

EN 60601-1-6:
2010

ENG6060M-6:
2010

EC 60601-
1:2005/EN
60601-1:2006

EC 60601
1:2005/EN
60601-1:2006

EN 60601-1-6:
2010

BomacuocTb

=

e

YnpasneHue puckamu

OCr~ugetsneLue KOHTpMa)

—C

p Her HeTh p
ha pa na
na ja na na
na na na na
ha na na na
na na na na

HeTd! HeT! (1] Pl
ha ha ha ha
Aa ha ha

|86BH»(aawB>)

HeT(rMeHMO

TpoBepka ynaKosku

®aiin THoeKTUPOBaHHSA
3IKCTUTYaTaLBOHHOI

®aiin NpoeKTUPOBaHMS
KennyaTayoHHoN
npurogHocT

(*yKOBOACTBO NoNb30BaTeNs
KOHTPO/NbHBbIN CICOK,
PYKOBOACTBO Mo/b3oBaTens
MpoTokon o6y4eHns
P*YKOBOJCTBO No/b30BaTeNs

KOHTPO/NBHbIN CINCOK,
PYKOBO/CTBO NMo/b3oBaTens

YepTex
TpoBepKa yrakosKu

YCTpoiicTBO AnAl NpoBepKin

HEMpUMEHNMO

KOHTPO/bHbII CIINCOK.
TTKeTKH yCTpoiicTBa

\A 7331 TexHudeckas
IOKyMeHTaLsist

Cxema MapK1poBKN

KOHTPONBHBbIN CICOK,
TTHXeTKM ycTpoiicTea
3ueHxa,EN980/EN ISO
15223-1

«ACKIeNnNoH

3urekaocTarogoro prcka

>
1
1
Amuwr»
) ;cooTsioaTa
A
HEMPUMEHUMO  HEBO3MOXHO
HeT(UMeHUMO
Kl HEBO3MOXHO
HenpuUMeHuMo
n HEBO3MOXHO
HeT(hUMeHUMO
n HEBO3MOXHO
i 1He|‘|p|/IMeHMM0
n HEBO3MOXHO
HENpUMEHNUMO
z HEBO3MOXHO
HENpUMEHNUMO
HETHHBIEHHMO  HEBO3MOXKHO
HENpUMeHNMo
MMo «BO3MOXHO HET(hUMEHUMO
HEBO3MOXKHO
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YnpaeneHue puckamu fo ycTpoicTey

AHaNn3 pUCKOB, OLleHKa 1 KOHTPOsIb

+ >)mciincTh

HA1691]le> u;B.ki1unpiMensina
naptooBKa ycTpoiicTBa
CHeMOHB3HpyIoLLIee
n3nyyeHue)

HA1692 "eynoBneTBOpHTeNbHAs
MapK1poBKa yCTpoiicTBa
[wenpaBunbitoe
[thHbleHeKHC)

HA 170(

HEnpuMeHNMo

HA1710 OnacHocTu, cBs3aHHbIe C
MapK1pOBKOA yCTpoiicTBa

HA1720 OnacHocTy, cBSi3aHHbIe C
i ycTpoiicTBa

Mcx/rowosor. 3Mekr
MoBPCK3EHHS a3
[ToBpesiieHme Koxu
OnacHoCTL Noxapa

HapynKunHe T(hooeaypbl

neyeHns

HENpyMeHNMo

HexenaresnbHble
noGoyHble 3PheKTbl
[ymepeHHble)

HexenatenbHble

HA1730 OnacHocTH, cBA3aHHble
MccnyaTauHeit ycTpoiicTa

HA1740 OnacHocTw, cBAsaHHbIe C
JKCnnyaTauieit ycTpoiicTa

3heKTbl

(ymMepeHHble)

HexenatensHble
10604 Hble IDEKTbI
[ymepeHHble)

O6Lyan TpaBMma (cpeaHeit

TAXKECTN)

8 3 C>nacHocrM, CBSi3aHHbIE C pvkoBOACTBOM TIoNb30BaTeNs

HA1750 OnacHocTu, cBA3aHHble C
Pykosonctsom
nonb3oBarens

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

O6uyas TpaBma (cpeaHeit

TAXECTH)

Anank.3 puck»

He3HauUTeNbHO

HECYLLIECTBEHHO

He3HauUTeNbHO

HECYLLIECTBEHHO

He3HauUTeNbHO

HE3HaYNTeNbHO

|pUTHYecKn

YnpasrieHHe Fx MUM

BeTwwaiocTb
1
I . B
i
: 1
1 5
A 1 i e% B
OTCYTCTBYIOT UM HeBEpHble nHor fia M4Lvos1ClycTpoiicTBa 0 tN ftUOUI-i- na na pa
npaguna TeXHUKM 6e3onacHocTn w BOOTBETCTBHH CTaHAapTam N0 MEAULMHCKUM 6:2010
PeKoMeHjaLHu- v3genvsim
w npeayTQexaeHHs B
MnoBoAcree no/b3oBaTens: EN 62366:2008
4.153,6
OTcyTcTBYET UMK nHorpa MapkupoBKa ycTpoiicTBa AvpekTuea 93/42/EEC  EN 60601-1- Aa fa Aa
leoHO3KaYHanA MapKnpoBKa COOTBETCTBYET CTaHAapTaM H 10 MEANLMHCKNM 6:2010
TouHa inryime«M
Mpoptonaraemoe
KMoNnb30BaHHe B PyKOBOACTBE EN 62366:2008
nonb3osarens 4.1.5.3,6
Henpi p , TaK Kak [EC 60601-1:2005 [EC 60601- Henpi Her Henpi Henpi
y ETCYTCrBYET CoeAMHeHue ¢ 7.25 [TRF] 1:2005/EN
H0BLIHKM UCTOYHHKOM MUTaHWs. 60601-1:2006
3HaK 6e30MacHOCTU Ha HEBO3MOXHO aeT(huMeHMo, NOToMy uTo Bee [EC 60601 1:2005 [EC 60601 Her Her Ly,
yCTpoiicTBE 0TCYTCTBYET NN (H3Monornyeckse nocneacTsnsa 7.2.13 [TRF] 1:2005/EN
3asMELLEH B HENpaBUIbHOM 04eBUAHbI ANsA onepaTcpa, 60601-1:2006
mecTe npegyTgcavrensHble 3HaKU He  [[vpekTusa 93/42/EEC
TpebytoTcs - obLan 0 MeALW WHCKUN
AHthopmaTLLA OTexHMKe nsgenuam
9€30MacHOCTH B PyKOBOACTBE
1 nonb3osatens, rnasa 2
Her El TaK Kak3ameHa [EC 60601-1:2005 [EC 60601- Henp Her Her
MecTamu «3eMAN» U «HeliTpanu» 7.3 7 [TRF] 1:2005/EN
K C03/jaeT ONacHoCTb. 60601 + 1:2006
- HET 3aBUCUMBIX OT
NONSIPM3aLIMM KOMTIOHEKTOB
mazenieHne 2 MoOCOB
* POTOKO/ 3aK/MOUUTENbHBIX
KMbITaHHIA: 37IeKTpUYecKune
BamMepeHnAs (TOK yTeuKu) npu
CMeHe MoNIsPHOCTN
HenpasubHble HacTpoiikn nHorpa - FNaBHbIi BbIKIOHaTeNb [EC 60601-1:2005 LLIC 60601- Aa Aa Aa Aa
TNIEMEHTOB YNpaB/ieHNs H3-3a - BbIKNKOYaTE b C K/I0HOM 7.4.2 [TRF] 1:2005/EN
OTCYTCTBYIOLLEl / HeT(haBUNbHOI - KHomKa 0cTaHOBKM Nlasepa 60601 -1:2006
THAMKaUVH NONOXeHUs 60 OTMeYeHa 3HaKOM BpalLienHs LuyexTHBa 93/42/EEC
«4eTKO BUEH CTaTyC Anst P 0
TerynHpyemoii nepemeHHoiA. -pexumbl READY n3genuam
(rotoBHOCTb) H STANDBY
(0XwupaHue)
0B03HaUEHWs 3NIEMEHTOB
YNpaBieHNst COrNacHo
[EC60601-1, Tabnuua D1
-Ne 12 «<ON» (BKn.) (ceTeBoii
KbIK/lO4aTesb)
«Ns 13 <HOPP» (BblIkn.) (ceTeBoit
wxnyarenb)
-Ns 16 «<ON» (Bkn.) gns
loMMoHeL a 06<yAoBaHHA
(BbIK/IOUATENb C K/IOUOM)
Henoaxoasuwias KOHCTPYKUus nHorga CoCTOAHUSA CUCTEMbI IEC 60601-1:2005 reC 60601- Aa Aa Aa
HHAVKaTT]OB oTobpaxaloTca Ha gHcnnce. Bo  15.4.4 [TRF] 1:2005/EN
thems nporpesa (TeCTUPOBaHUS 60601-1:2006
CcACTCMbI) Ha gucnnei
WBOAHTCS COO1BETCT BylONILIii
KpaH-3acTaBKa.
ToacocanHeKme annmKaropa
oTo6paXkaeTca Ha paboyem
KpaHe 1 MHANKATOPHOI
2aMTIOUKO/ Ha anmn/MKaTooc.
He npuBedeHa nHpopmaLmns o nHorga LloBepbTe pyKOBOACTBO 1EC 60601-1:2005 1IEC 60601- Aa Aa Aa Aa
0CTATOYHBIM pUCKam 13-3a |nonb3osatens Ha cooteeTcTBMe 7.9.2 [TRF] 1:2005/EN
HEA0CTaTOUHbIX W peem NPUMEHUMbIM 60601-1:2006
COMPOBOANTENbHbIX CBEAEHUI Tpe6oaHusM cTaHaapTa LUC  [lupektusa 93/42/EEC
~l-1 N0 MeANLIMHCKUM
w v3genusim

HassaHue garina: FB 7302 RAaC MSPRO V03 RH141110-Ol.xIsm

ljiUlLb (17rEH)

Cxema MapK1poBKn

KOHTPOMbHB I CINCOK,
TYKETKM YCTPOACTBA
Onenka, EN 980/EN [SO
15223-1

Cxema MabKNpoBKM
KOHTPO/bHBIiA CICOK,
TTUIKETKM YCTPOIACTBA
OueHka, EN 980/EN 1SO
15223-1

HENpUMEHUMO

HENpUMEHUMO

HEMPUMEHVMO

YUdTexH

‘LitorpaMmHoe o6ecrieyeHHe
ANSt NOATBEPXAEHNS,
HA130(s)

AHanu3 0TCNEXNBAEMOCTI

KOHTPO/bHBIif CTIMCOK,
PYKOBO/ACTBO M0/b30BaTENs

«ACKNeniioH
Tetrhijweto> u

MMo aeBO3MCLLS0 P
MMo «BO3MOXHO

b
HENPUMEHVMO  HEBO3MOXHO

~ HenpuMeHUmMo

HENPUMEHVMO  HEBO3MOXHO
HENpUMEHNMO
HENPUMEHNMO  HEBO3MOXHO
w
HENpUMEHNMO
Kl HEBO3MOXHO
HENpUMEHNMO
RH HEBO3MOXHO
HEnpUMeHIMo
n HEBO3MOXHO W |

H | HenpumeHUMO

CrpaHnua 29 ns 30
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"M1CoK 3anuceit

3anucb HasBaHue JOKyMeHTa daiin uctopum npoekTta
KoHUenuys ynpasnenns: puckamu FB 7301 RMC MSPRO V02_MMo 140519-02 KA ALT 003/14 7.2.1
OTueT 06 ynpaBReHIm prckamm FB 7301 RMR MSPRO V02 RH141110-02 KA ALT 003/14 7.2.1
Cxema nsonaunm Isolationsdiagramm MSPRO V02_MMo0l140708-02 KA ALT 003/14 7.3
MpoToOKON UCNbITaHU cornacHo 60601-

] P 21215627_001_1EC60601-1 Test report KA ALT 003/14 7.3
CBMAETENLCTBO 06 MCTIbITaHMAX HPC825 CB_Certificate DE2-018029 KA ALT 003/14 7.3
NCTOYHMKa NUTaHnA -

MPOTOKON UCTbITaHWIA cornacHo 60601-

o 1430-13-EE-14-PB001 KA ALT 003/14 7.4
MpoTokon uc aHWi cornacHo 60601-

2_2; KON uenbiTanum cornace 21215627 001 _attm#3_| EC60601 -2-22 KA ALT 003/14 7.3

159099001 -V06-2.CeHT.2014-GA-MSPRO-DE
159099002-Y06-2.CeHT.2014-GA-MSPRO-EN

PyKoBOACTBO nonb3osartens KA ALT 003/14 2.2

®daiin akcnnyaTauMoHHO! npurogHocT  FB 73513 UsabilityFile MSPRO VsOl Z1140429-01 KA ALT 003/14 7.6
Texthueckoe sagarue ans FB 73211 SRS MSPRO V01_CaM140205-01 KA ALT 003/14 5.2
nporpamMmmHoro obecneyeHuns -

YpoBeHb 03a604eHHOCTU FB 7354 Level of Concern MSPRO VO1_RH140204-02 KA ALT 003/147.2.1
Mpagnexue KoHGUrypaumei FB 7332 SKM MSPRO VOI RH140204-01 KA ALT 003/14 4.3
AATPaMMHOro obecneyenus

CxemMa apxXuTeKTypbl ArchitectureDesignChart MSPRO V01_RH140206-23 KA ALT 003/14 5.4.1

CneynduKaumns Ha apXuTeKTypy NporpaMmMHOro obecneyeHus;

TUM, ueHTpanbHbIii 610K CM aHanu3 oTcneXxxnsaemocTun KA ALT 003/14 5.4
TWM, gnog CM. aHanu3 0TC/IeXXnBaemocTu KA ALT 003/14 5.4
M, cnyx6a CM. aHanmM3 0TCNEXMBAEMOCTN KA ALT 003/14 5.4
Annnukartop CM. aHa/in3 OTC/IeXXNBAEMOCTU KA ALT 003/14 5.4
MoAYMHEHHBIN, HavyanbHas 3arpyska CM. aHasIn3 OTC/IeXXMBAeMOCTU KA ALT 003/14 5.4
MofYMNHEHHBI, cucTemMa oxnaxeHus CM. aHanu3 0TCnexmnBaeMocTn KA ALT 003/14 5.4
MofUYNHEHHBIN, Anog CM. aHa/In3 OTC/IeXXMBAEMOCTU KA ALT 003/14 5.4
MofUYMHEHHBIN, 06opyfoBaHue CM. aHanM3 0TCNEeXMBAEMOCTN KA ALT 003/14 5.4
MofUYMHEHHBIN, LeHTPanbHbIl 610K CM. aHa/In3 0TCNIEXMNBAEMOCTM KA ALT 003/14 5.4
:x;eppa:fﬂwoe obecneqere Ans CM. aHaNU3 OTCNeXUBAEMOCTH KA ALT 003/14 5.4
:OZOTFEZ);::K'\;Z:?/I?GCHG%HMe AN CM. aHasinM3 0TCNeXXMNBAEMOCTH KA ALT 003/14 54
CxemMa MapK1UpoBKU 159199020 Labeling MSPRO (BLH-BL2) KA ALT 003/14 2.3
ES'\I:I:(;::::;]LETHHX Marepuancs n FB 7331 LoCC MSPRO V02_MMo0l40519-01 KA ALT 003/14 2.4
::::3‘;12?2;? CNUCOK, PYKOBOACTEO CL7356 GA MSPRO V02_71141027-01 KA ALT 003/14 7.9
FB 7302 RAaC MSPRO V03 RH141110-01.xIsm Mpunoxexue 1
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TFOHTPONbHbIN CMNCOK, TUKETKN
ycTpoiicTBa

MpoBepKa ynakosKu
Mposepka pasnusa/ nepennsa/ yTeuku
MposepKa PYyHKUUW OXNaXKAeHNS

MpoBepKa anniMKaTopoB U cKaHepa

AKT 0 NpoBepKe nasepa

MpoBepka Ha 6MOCOBMECTUMOCTL

YCTpolicTBO /151 MPOBEPKY
OueHka, EN 980/ EN ISO 15223-1

OLeHKa pucKa, AaTumK oXNaxaeHns

CL7357 Gerateschilder MSPRO V04_AWil41110-02

FB7351 Vali Verpackung MSPRO V02 KL141106-01
FB 7351 Veri Spillage_Overflow_Leakage MSPRO V01_MMo0l40710-03
FB 7351 Veri Kfflilung MSPRO VOI MMo0l40522-01

FB7351e Veri MSPRO HP VOI LL1141111-03

FB 7351e Verification Report MDS SE Energy Adjustment rev. 01-110608
FB 7351e Verification Stability of Laser output MDS SEpeu. 01

FB 7351e Verification Stability of Laser output MSNeXT

VOl MMol20516-03

FB 7351e Veri Energy Adjustment HS ALX VOl MMo0l40619-04

FB 7351e Veri spotsize HP ALX VO1 MMo0140619-09

FB 7351e Veri Stability HS ALX VO1 MMo 140619-02

FB 735le Veri Stability HS XL VOI MMo0140819-02

FB 735le Veri Energy Adjustment HS XL VOI_MMo0140819-01

FB 7336BewertungMatVer Mpubop VOI AWi 141010-01
FB7351e Veri Biocom MS PRO HP VOI 1H140710-01
FB7351e Veri Biocom MS NeXT HP V02 IH140617-01

FB 7351 Veri Gesamgerat MSPRO V02 AW il41110-01
CL 7363 EN 980 EN 15223-1 MSPRO V01_MMo0140819-04

TP 7342 Risikobetrachtung Unterkiihlung VOI MMol 11111-01

FB 7302 RAaC MSPRO V03 RH141110-01 .xIsm
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

KA ALT 003/14 7.9

KA ALT 003/14 7.9
KA ALT 003/14 7.9
KAALTO003/14 7.15
KA ALT 003/14 7.12
KA ALT 002/10 7.11

KA ALT 003/14 7.11

KA ALT 003/14 7.13

KA ALT 003/14 7.9
KA ALT 003/14 7.9
KA ALT 002/10 7.13

MpunoxkeHve 1



cL 73523

Pepakuuna Ne: B

MpoTecTuUpoBaHHOE 060Py0BaHME:

HassaHwve w/vnm mogenb:
MNpownssoanTen.:
Appec:

MpUMeHsieMbIil CTaHaapT:

Bno>keHus:
NnpoBepKa M BbIrycK:

MpoBepeHo

BbIMYLLIEHO:

OcHoBaHMe 1 NOC/EAHEro

M3MEHEHNA:

dopma cocTaeneHa OTIe/10M HayYHO-VICC/IEN0BATE/LCKVX PaboT

04.06.2013

JaTa

OueHKa c™N"\BeTCTBMA cornacHo 62366 n 6J/101-1-6 «ACKNEW o H

Vo-osb>»
{\$<xol<sn LINERL Fﬁm

Ctp. 1m3 15
Q73623 Usah MBPROVAR Z1150410-
OLcke

NaeHTUdMKaumMoHHbIM HoMep: Z1/15/04/10-01

NpeHTndrKauMoHHbIW Koa/roa/mecsH/aeHb-HOMepP

MeDioStar
1591,1592 n 15912

«AcKnenvoH Jleisep TekHonomkmc MMoX» (Asclepion Laser Technologies GmbH)
Bproccenep LLTpacce, 10, 07747 eHa, Mepmanms

EN 62366: 2008 (IEC 62366: 2007)

MeauuuHCKNE NPM6OPLI - MTPUMEHEHME MPOEKTUPOBAHMA 3KCMAyaTaLMOHHOW NPUTOAHOCTM AN MeAULMHCKUX NPUGOPOB

EN 60 601-1-6: 2010 aEC 60 601-1-6: 2010)

MeguuMHCKOe aeKTpuUUeckoe obopyaoBaHme - o6lLMe Tpe6oBaHMsA 6€30MaCHOCTU - BCMOMOTaTeNbHbI A CTaHAAPT: JKCNayaTayMoHHas
NPUToAHOCTb

oTzen

OTgen
YCOBEPLLIEHC TBOBAHHOM
TexHosorum
OTgen
yCOBEPLLIEHC TBOBAHHOM
TexHosorum

flaTa thammnnna NoAnmch

16 anpena 2015roga LinmmepmaH /Mognmce/

17 anpena 2015 roga A. KaTuep /Mognucs/

Hosas pefakuma EN 60 601-1-6

dopmMa JoKyMeHTa NpoBepeHa 1 BbinyLLieHa OTAeN0M KOHTPO/A KauecTBa:

W. WTpaiit Mognucan 10.06.2013 P. Tume Mognucan P. Tume
L TpaiiT JdaTa Ums, damunus Mogrmck
Nmsa, damunns Moanmcb
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cL 73523 OueHKa CATBETCTBUS COMNAcHo 62366 u ~N01-1-6 «AC"@;(‘;”ro‘ﬁ,l%;m
[0 [leg]
Peaakyns Ne: B NaoeHTndmnkaymoHHbin Homep: Z1/15/04/10-01 I PR E—

M eHTU(UKALNOHHBIN KOA/roa/MecsH/feHb-HOMep

NaeHTUdKaumua W3o6pa>keHneycTporicTea MeDioStar 1591/1592:

Moapo6Han MHopMaLns o nue, OTBETCTBEHHOM 3a 3KCNepTu3ay:
MaeHTUGUKaLMSA nuLa, OTBETCTBEHHOTO 3a 9KCNEPTU3Y M KnacCupuKaumno npogyKumu,
noanexaul,mx npoBepKe:

dPNO: Mabu Lnmmepmat
NofHble UMK U haMunnus
(neyaTHbIMKN ByKBaMMn)

LOMKHOCTb: [NaBHbI KOHCTPYKTOP
NonHoe HasBaHue
LOMKHOCTHM

Ecnu BbllleyKasaHHOe NNL0 He ABNAETCA COTPYAHMKOM MpPeAnpuATUS-NponsBoaguTeNns
npoayKuuu, nNoanexat,ein akcnepTuse, yKaxknTte ceeeHuns o pabotoaartene
OTBETCTBEHHOrO0 3a 3KCMNEPTU3Y NnLLa NN OpraHn3aLmnio:

MeDioStar 15912:

OpraHusaums: HENPUMEHUMO_

A,qpec: HEMPUMEHUNMO
MeguumHcKoe nsgenve
Mogpo6bHasa nHhopMayma o NPoAYKLUUMK, Nofnexallei NnpoBepKe:
CM. pyKOBOACTBO nNonb3oBaTend
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cL 73523 OueHka J/I>TBeTCcTBUA cornacHo 62366 mw 601-1-6 «Acﬂe%ﬁggm

Peaauna No: B NaeHTUdUKaunoHHbIn Homep: Z1/15/04/10-01 crp. 3 s 19

AL 73623 Usab MBPROVAR_Z115041001
NpeHTUMKaLMOHHBIV Kog/roa/Mecsiu/geHb-HoMep

CooTBeTCTBUE
MapameTp, OnucaHune, TpeboBaHue PesynbTaTtbl, KOMMeHTapuu na HeT He
NPUMEHNMO
4 O6wue TpeboBaHMs
4.1 O6uwwe TpeboBaHus
4.1.1 MNMpouecc NPOeKTUPOBaHNS 3KCNAyaTaLMOHHON NPUrogHOCT K
CMOrnn U3roToBUTENb CO3LaTh, 3af0KyMEHTUPOBATL 1 06ECNeUnTb NPOLECC NPOeKTUPOBaHUSA MeDioStar 1591/1592:
3KCMNyaTaUWoHHO NPUrogHOCT M Ans 6e30MacHOCTY NaunMeHTOB, NOAb30BATENEN W APYrUX UL, B ®aiin sKcnNyaTayMoHHON NPUTOLHOCTU
cthepe akcnayaTaUMOHHOM NPUrOLHOCTY NPOAYKLMAN? Z1/14/04/29-01 B KA 7.6 N B
MeDioStar 15912: Q
daiin akcnayaTayMoOHHONW NPUTogHOCTH
Z1/15/04/01-01 B KA 7.6
PaccmMoTpeHO M B 3TOM npoLiecce obpaLleHne noab3oBaTens ¢ MegULMHCKUM Nprbopom B
COOTBETCTBUM C CONPOBOAUTENbHBIMU JOKYMEHTaMy, BK/oYas (HO He OrpaHWN4MBasCh) ero ®ain SKCMNYATALNOHHOA MPUFOAHOCTI
TPaHCNOPTMUPOBKY, XpaHEHNE, YCTAHOBKY, 3KCNyaTaumio, Texo6Cny>KnsaHue, peMOHT 1 Z1/14/04/29-01"
' 7 S B
yTuwmsauuio? daiin skcnnyaTayMoHHOW NPUTOAHOCTH
Z1/14/04/29-01; rnaBa 4.1
40 .2 OCNWMYHbINA puck daiin skcnayaTayMoHHONW NPUTrogHOCTH
Z1/14/04/29-01;
CunTalTCa M AONYCTUMbIMU OCTATOUHbIE PUCKM, CBA3AHHbIE C 3KCMNYaTalUMOHHON NPUrofHOCTbIO ®aiin skcnayaTayNnoHHOR NPUTOAHOCTH "
MeAWLMHCKOTo npubopa, 1M UMeTCA 3a[0KYMEHTUPOBaHHbIe 06beKTVBHbIE JOKa3aTeNbCTBa Z1/15/04/01-01; rnasa 3.13, rnaBsa 4.3 o B
NpPOTMBOMONOXKHOr0?
4.1.3 NHchopmaums o 6esonacHocTU
M3roToBnTeNb NpefocTasnfeT MHdopmauuio 0 6e30nacHoCTy, KoTopas Ucnosb3yeTcs Ad
ynpaBsieHns puckamy B NpoOLECCe MPOEKTUPOBaHNA 3KCNTyaTauoHHON NPUrogHoCTY (Hanpumep, ®aiin SKCMNYaTaUynoHHOM MPUIOAHOCTM
npeaynpe>KaeHnsa Uiy orpaHuyeHns UCrnob3oBaHNa B CONPOBOAVNTENbHBIX JOKYMEHTax, MapK1MpoBKa 1 Z1/14/04/29-01" y B
T. ,IJ..) daiin akcnayaTayMoOHHON NPUTogHOCTH B

Z1/15/04/01-01; rnasa 3.14
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«ACKNenuoH

cL 73523 OuyeHka clUTBEeTCTBUA cornacHo 62366 n ~"™601-1-6 iy Tooatciono”
fciien,
Pegaxuns N2B NaoeHTudmnkaymoHHbIM HoMep: Z1/15/04/10-01 P LA R

MaeHTUMKaLMOHHbI Kog/rog/mecau/neHb-HOMep

CooTBeTCTBUE
MapameTp, Onucanue, Tpe6oBaHue PesynbTaTbl, KOMMEHTaApUK na HeT He
NPUMEHNMO
dainn skcnnyaTayMoHHOW NPUTOAHOCTU
Z1/15/04/01-01; rnaBa 3.7.7
5.2 4acTOo MCMoNb3yemble (hyHKLNN
BbiNn N 4acTOo MCMOMb3yemble (YHKLMM (B KOTOPLIX NO/b30BATENb NPUMEHSET MEANLMHCKNIA NprGop) ®ain skennyaTaunoHHoRn NpuropHocTy
onpefeseHbl 1 3anucaHbl B thaiie NPOeKTUPOBAHMA IKCTTyaTaLMOHHON NPUIOAHOCTU? Z1/14/04/29-01; " e 0

daiin akcnayaTauMoOHHOW NPUTOLHOCTM
Z1/15/04/01-01; rnaBa 3.8

5.3 M,quTM(‘bl/IKaLl'VIﬂ OMacHOCTEN 1 onacHbIX CVITyaLI.VIVI, CBA3aHHbIX C 9KCI'II'IyaTaLWIOHHOI7I npurogHoCTbO

5.3.1 MAEHTVI(*)I/IKaLWIFI XapaKTepucTuk 6esonacHoCcTH

dain skcnnyaTayMoHHOW NPUTOAHOCTK
Z1/14/04/29-01;

dainn skcnnyaTayMoHHOW NPUTOAHOCTK
Z1/15/04/01-01; rnaBa 3.9.1

M aeHTudurKaLma xapak TepucTyK, CBA3aHHbIX C 6e30MacHOCTHIO (YacThb aHanm3sa puckos), Ha OCHOBE
aKcnayaTalyMoHHOR NpUrogHocTY B cooTBeTCTBUM € 1ISO 14971:2007, 4.2.

Bo Bpems UAEHTUUKALAN XapaK TePUCTUK, CBA3AHHbIX C 6E30MacHOCTbI0, PacCMaTPUBaeTCA
cneaytoLee:
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CL 73523 OueHKa cCNTBETCTBUSA cornacHo 62366 u ~  501-1-6 «AcknenioH

Pl
i
Pepakums Ne: B NaeHTUMKaUVOHHbI HoMep: Z1/15/04/10-01 o_mzaLgW\?smlleﬂnm
NpeHTndunkaynoHHbl i kog/rog/mecsiu/geHb-Homep
CooTBeTCTBUE
MapameTp, OnuncaHune, TpeboBaHune Pe3ynbTaTbl, KOMMeEHTapuun na HeT He
NPUMEHNMO
TEXHNYECKNE yCN0BUA K NPUMEHEHNIO, BKNKOYadA I'IpO(*)VIﬂI/I I'IOI'Ib3OBaTel'IeVI; n ®aitn sKkcnayaTayMoHHOW NPUFOAHOCTHM
ZI/E4/04/29—01; } S B Q
®aiin akcnnyaTayMOHHOW NPUTOfHOCTH
Z1/15/04/01-01; rnaBa 3.9.1
4acTOo UCMoNb3yemble (hyHKLMM. ®aitn akcnNNyaTaLWOHHOW NPUTOAHOCTM
ZI/%4/O4/29—01; § " o B
dann skcnnyatauMoHHOW NPUTOLHOCTU
Z1/15/04/01-01; rnaBa 3.9.1
Pe3yanaTb| aTol I/IAEHTVIQ)VIKaU'I/II/I XapaKTEePUCTUK, CBA3AHHbIX C 6e30NacHOCTbH, 3annChbiBalOTCA B ®aiin 3KcnayaTayMoHHOW NPUTOAHOCTH
(haiin NpoeKTMPOBaHMSA 3KCNTyaTaLMOHHON NPUrOAHOCTN Z1/14/04/29-01; o 0
daiin skcnnyaTayMoHHOW NPUTOAHOCTM 4
Z1/15/04/01-01; rnaBa 3.13
5.3.2 M,quTVI(*)VIKaLI'I/IH M3BECTHbIX NN NPOTrHO3NPYEMbIX OMnacHOCTel 1 onacHbIX CI/ITyaLI,I/II7I
N3roToBnTENb I/I,CLEHTVI(DVIU'I/IpOBa]'I M3BECTHbIE UK NPOrHO3MPYyeEMbIe ONacHOCTU (HaCTb aHanusa ®aiin aKcnNyaTaunoHHONW NPUTOAHOCTM
puckos”, CBA3aHHbIE C 3KCNyaTaLMOHHOA NPUrogHOCTHI0 B COOTBETCTBIM ¢ 1ISO 14971:2007, 4.3. Z1/14/04/29-01; n
®aiin akcnnyaTayMoHHOW NPUToAHOCTH Y B
Z1/15/04/01-01; rnaBbl 3.4 1n 3.9.2
|/|,IJ.€HTI/Iq)VlKaLI,I/IFI 0I'IaCHO0TeI7I, KOTOpbIe CUNTAKTCA onacHbIMW And NauneHTOoB, nonb3oBaTenei u daiin skcnnyaTayMoHHOW NPUTOAHOCTM
Apyrmux nuy, Z1/14/04/29-01; 7] e B
®aiin akcnnyaTayWoHHOW NPUTOJHOCTH
Z1/15/04/01-01; rnaBbl 3.4 n 3.9.2
BbIN BbISIBNEHbI BO3MO>KHbIE NMOCNEA0BATENBHOCTM COOLITWA (MM MX COYETaHWIA) CyYacTUEM ®aiin 3KCNAyaTaLynoHHOM NPUFOAHOCTY
no/b30BaTeENA, KOTOPble MOTYT NPUBECTU K ONACHLIM CUTYaLMAM Npu UCNONb30BaHUN MeAULMHCKOIO Z1/14/04/29-01;
npu6opa. bbina onpeaeneHa cTeneHb BO3MOXKHOTO Bpesa. Q B

daiin akcnnyaTayMoHHONW NPUTOAHOCTM
Z1/15/04/01-01; rnaBbl 3.4,3.9.1 1 3.9.2
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OueHka ""TBeTCTBUA cornacHo 62366 n »

Pegakums v : B N AeHTUMKALMOHHBIM HOoMep: Z1/15/04/10-01 S A A
NpeHTnrnkaynoHHbl i kog/rog/Mmecsau/aeHb-Homep -
CooTBeTCcTBUE
MapameTp, OnucaHue, Tpe6oBaHue Pe3ynbTaTbl, KOMMeHTapumn na HeT He
NnPUMeHNMo

pe3ynbTaTbl aHaM3a MHTepdelica Nonb3oBaTenNs

daiin skcnayaTauWoOHHONW NPUTOLHOCTM
Z1/14/04/29-01;

daitn akcnayaTauMoOHHOW NMPUFOAHOCTM Q B
Z1/15/04/01-01; rnaBa 3.9.2

PesybTaThl UAEHTUHUKALM ONACHOCTEN, ONacHbIX CUTYaLMil U CTENeHN ONacHoOCTY ®aiin aKCnNyaTayMoHHOA NPUrOAHOCTH

3anncbIBalTCA B dhaiine NPoeKTUPOBaHUA 3KCMNYaT aUMOHHOI NPUrOJHOCT . Z1/14/04/29-01; " B B
®aitn akcnnyaTauMoHHOW NPUTOAHOCTHY
Z1/15/04/01-01; rnasa 3.15

5.4 OcHOBHble paboune hyHKLUN

OCHOBHbIE paboune PYHKLUK ONpeeNieHbl 3aB0J0M-U3roTOBUTENEM U 3aHECEHbI B (aiin ®aiin SKCNNYyaTaunoHHoN NpUroAHoCTH

NPOEKTMPOBAHMS JKCMAyaTaLMOHHOM NPUFOAHOCTM. Z1/14/04/29-01; U B B
®aitn akcnnyaTauMoHHOW NMPUFOAHOCTMN
Z1/15/04/01-01; rnasa 3.10

K OCHOBHbIM pabounM (PYHKUMAM OTHOCATCSA YacTO UCMONb3YeMble PYHKLMN U (DYHKLMN, CBA3AHHBIE C Paitn aKcnNyaTaUUOHHON NPUroAHOCTY

6e30MacHOCTbIO MeAMULNMHCKOTO Npr6opa Z1/14/04/29-01; B B
daiin akcnnyaTayMoHHONW NPUTOLHOCTHM
Z1/15/04/01-01; rnasa 3.10

5.5 Cneundpmkaymm akcnayaTauMoHHON NPUroAHOCT K

M3roTosuTenb paspaboTan creuvdmuKaLum sKCcniyaTalMoHHO NPUrogHOCTH, 3anucaHHble B daiine ®aiin IKCNAYATAUMOHHOM NPUFOAHOCTH

NPOEKTUPOBaHUS 3KCNyaTaLMOHHOM NPUIOAHOCTY KaK YacTy NPoLecca NPoeK TUPOoBaHMA Z1/14/04/29-01:

3KCMyaTalUMOHHOI NPUroAHOCTY ®aiin skcnAyaTaLMOHHOK ApUrogHoCTy B B
Z1/15/04/01-01; rnasa 3.1

CreumduKaLm sKCnayaTaumuoHHON NPUroaHOCTY, 3anmcaHHbIe B haline NpoeKTUpoBaHMA ®aiin SKCMAYATALUOHHON NPUTOAHOCTM

3KCMNyaTalUMOHHOI NPUroAHOCTY. CreuntmrKaLMn SKCMyaTalMOHHO NPUroAHOCTY MOTYT 6bITh Z1/14/04/29-01: 5 o

WHTErpypoBaHbl B ipyrie creuudmkaLum

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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cL 73523 OueHka JI>TBeTCTBMSA cornacHo 62366 m ~601-1-6 Ak

th?'Rj'("»]if')m

Pegakuua Ne: B NaeHTUMKaLMOHHbIW HoMep: Z1/15/04/10-01 CLTED RO SHEI00L

NaeHTUUKALNOHHBIV Koa/roa/mMecau/aeHb-HoMep

CooTBeTCcTBUE
MapameTp, OnucaHune, TpeboBaHue Pe3ynbTaTbl, KOMMeEHTapuun na HeT He

NPUMeHNMO
CreumdKaLmmy aKcnayaTauMoHHO NPUroAHOCTY BKOYAKT B Ce6s:

TEXHNYECKME YCNIOBNA K MPUMEHEHNIO; ®aiin aKcnayaTayMoHHOW NPUFOAHOCTH
Z1/14/04/29-01; B
daiin skcnnyaTayMoHHOW NPUTrogHOCTH
Z1/15/04/01-01; rnaBa 3.7
®aiin akcnnyaTayMoHHOW NPUFOAHOCTH
Z1/14/04/29-01;
dain skcnnyaTayMoHHOW NPUTogHOCTH
Z1/15/04/01-01; rnaBa 3.10
OnacHOCTW N onacHble CNTYyaunn, CBA3aHHbIE C 3KCI'II'IyaTaLlI/IOHHOI7I npurogHoCTLIO; N dain skcnnyaTauWoOHHONW NPUTOLHOCTM
Z1/14/04/29-01;
dain skcnnyaTauWoOHHONW NPUTOLHOCTH
Z1/15/04/01-01; rnaBbl 3.4 1 3.15
M3BECTHbIE UM NPOrHO3NpyeMbIe OLLIMOKN NPUMEHEHNA MEANLINHCKOTO npm60pa daiin akcnayaTayMoHHOW NPUTogHOCTH
Z1/14/04/29-01;
®aiin akcnnyaTayMoHHOW NPUTOAHOCTH
Z1/15/04/01-01; rnaBbl 3.4 1 3.15

OCHOBHbIe paboune yHKLUK

B CI'IELlI/I(*)VIKaLI,VIﬂX SKCI'I/'IyaTaLI'I/IOHHOI7I NPUrogHoCTHN, Kak MMHUMYM, YKa3aHO CneaytoLlee:

1CNO/Mb30BaHME CLEHapUEB, CBA3AHHLIX C OCHOBHLIMM pabounMu yHKUUAMY 060pYL0BaHNUS. ®aiin akcnNyaTauMoHHONW NPUTOAHOCTH
BK/KO4an Z1/14/04/29-01;
daiin akcnayaTayMoOHHOW NMPUTOAHOCTM
Z1/15/04/01-01; rnaBa 3.11J
4acTO Ncnonb3yemsble CLueHapuu, daiin skcnayaTalMOHHONW NPUTOA4HOCTM
Z1/14/04/29-01;
daiin akcnayaTauMOHHONW NPUTOAHOCTM
Z1/15/04/01-01; rnaBbl 3.11.1 n 3.11.4
daiin skcnnyaTayMoHHOW NPUTOLHOCTH
Z1/14/04/29-01;
dain skcnnyaTayMoHHOW NPUTogHOCTH
Z1/15/04/01-01; rnaBa 3.11.2

060CHOBaHHO NPOrHo3npyemsble CLueHapun XyaLWwunx BapuaHT 0B UCMONb30BaHUA;
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Pepakuus Ne: B VAeHTUMKALMOHHbIA HoMep: Z1/15/04/10-01 B
NpeHTndrkaunoHHbl it kKop/ron/mecsiy/geHb-Homep -
CooTBeTCTBUE
MapameTp, OnucaHune, Tpe6oBaHue Pe3ynbTaTbl, KOMMeHTapumu na HeT He

NPUMEHNMO

nogTBeepP>KaeHne 3KCI'I]'IyaTaLU/IOHHOI7I NPUrogHOCTN BbINONHEHO B CpeAE UMUT alMOHHOIO daiin akcnnyaTayMoHHOW NPUTOAHOCTH
Mo4enMpoBsaHnA: Z1/14/04/29-01;
daiin akcnnyaTayMoHHOW NPUTOAHOCTH

Z1/15/04/01-01; rnasa 3.12
NoATBEP>KEHNE IKCNNyaTalUMOHHO NPUrodHOCTY BbINOMHEHO B Cpeae (hak TUUYeCKOro NPUMEHEHUS:

B nnaHe nofTBep>K/EHNS 3KCM/lyaTaUMOHHO NPUro4HOCT M PacCMOTPeHbI creaytoLLne

BONPOChHI:
daiin akcnayaTayMoHHOW NPUTOAHOCTM
4acTO ncnonb3yemble cLueHapuu, n Z1/14/04/29-01; " B B
®aiin akcnnyaTayMOHHOW NPUTOAHOCTHM
Z1/15/04/01-01; rnaBa 3.12
daiin akcnnyaTauUoOHHONW NPUTOAHOCTM
060CHOBaHHO MPOrHO3MPYEMbIE CLIEHAPUM XyALWNX BapUaHT OB UCMO/b30BaHNA, KOTOpbIe Z1/14/04/29-01
BbIfiIBNEHbI B CI'IeLU/IdJVIKaLI.I/IFIX 3KCI'I}'IyaTaLI|VI0HHOI7I npurogHocTwn ®aiin aKCnAyaTaunoHHON NPUTOAHOCTY o B
Z1/15/04/01-01; rnaBa 3.12
. . . ®aiin aKcnnyaTayMoHHOW NPUTOJHOCTH
MnaH noATBep>KAEHUS 3KCNTyaTaLYOHHOM NPUTOAHOCTK, 3anucaHHbIin B (haiine NpoeK TUpoBaHus Z1/14/04/29-01 - B B
u ! I/l
3KCNNyaTalnoHHON NpUroAHoCTw ®aiin aKcnnyaTayMoHHOW NPUTOA4HOCTH
Z1/15/04/01-01; rnaBa 3.12
5.7 PaspaboTka v BONAOLWeHMe MHTepdeiica Nonb3oBaTeNs
M3roToBuTenb paspaboTan 1 BbINOAHUA UHTEPEAC N0b30BATENS KaK OMCAHO B CreumgrKaumsax ®aiin 3KCNAyaTaLMoHHON NPUTOAHOCTH
aKcnayaTauyoHHON NPUroAHOCTU, C NPUMEHEHNEM COOTBET CTBYHOLMX METOAO0B NPOEK TVPOBaHNS Z1/14/04/29-01;
aKcnayaTauyoHHON NPUrogHOCTH bl =

daiin akcnnyaTauUoOHHONW NPpUrogHocTun
Z1/15/04/01-01; rnaBa 3.13
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cL 73523 OuyeHkKa " TBeTCTBUA cornacHo 62366 mn* 601-1-6

Pepaxuns N2 B NpoeHTUPUKaALNOHHBIN HOMep: Z1/15/04/10-01

M aeHTMMKALNOHHBIN Kog/rog/mecau/aeHb-HOMep

MapameTp, OnucaHune, Tpe6oBaHue PesynbTaTbl, KOMMeEHTapuu

®aiin aKcnnyaTayMoHHOW NPUTOAHOCTU

Z1/15/04/01-01; rnaBa 4.2
B conpoBoAMTEeNbHbIX JOKYMEHTAX ONUCLIBAIOTCA BO3MO>XKHbIE BapuaHTbI 06y'—IEHVIF|, n

npegnararnTca NPpoAO/>KNUTENBHOCTD N 4aCTOTa Takoro Oﬁy'—leHI/Iﬂ. PykoBOACTBO Nonb3oBaTens, rnasbl 2 un 7.1

Mpegnonaraemoe UCnonb3oBaHne U NPouib NOMb30BATENS ABNSOTCS OCHOBON AN 06yUeHUs 1
yue6HbIX MaTepuanos
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«ACKNennoH
Neiizep
FB7351e OTueT No NnpoBepke / Banugauun Feknonogxnc)'
(Asclepion i.a.scf
Tedinolouies)
N aeHTUUKaLNoHHbI HoMep: Z1/14/04/22-01 EB %E%ZHrJ:t:b%Ini\ialid

Pepakuma Ne: B Ko ac a/roa/mecsiu/aeHb - No 0BbIl/i HOME
A yHaCTHUKA/TOM/MECAL/AEHD - TIOPAAKOBEIN HOMED MSPRO VsOl Z140422-01.doc

MposBepka Banunpgauyuns N JkcnnyaTtaunoHHasa

NPUTOAHOCTb

W3genve / getans: MeDioStar Kopa maTepuana: 1591,1592
OcHoBaHue: B Pa3spaboTka nsgenus S W3meHeHWe nsgenuns B
MNCXOAHbIE JOKYMEHT: ~ TexHuueckoe 3apaHue: FB B MpoeKTHOe 3aaHue: B

7321 LH-MSPRO-V01 Z1140127-

01 B KA5.1

N AHanns puckos: B 3asBKa Ha M3MeHeHne No: B

FB 7302 RAaC MSPRO
V01_MMo0l40204-01 B KA 7.2.2
CepuiHbIA HOoMep: 1591 00 726

KpaTKoe onucaHue:

3T0 NOATBEpPXfAeHWe 3KCMNAyaTauMOHHON npurogHocTu fJaHHOW HOBOW, MOfepHM3MpoBaHHON Bepcuum MeDioStar, ocHOBaHO Ha TeKyliem
TpolictBe MeDioStar, KoTopoe AnA N0Nb30BaTeNs MOYTW UAEHTUYHO HOBOI BepcuU, U HA NMOATBEPXKAEHUWN TEXHUUYECKOTOo 3ajaHus ANSA 3TOW

-Bof/i Bepcuun MeDioStar, BKAoYas UCNbITAHUA HA NPUTOAHOCTb.

PasHuua n npemmyuiectsa 1A Nonb3osaTena 6yfeT B HOBOM annaumkartope ¢ 60NblWNMK MO pasMepy /a3epHbIMU NATHAMMW, 4TO6bl COKPaTUTb

BpemMsa npoueayp. OTOT HOBbI annnukaTop 6yAeT npofaBaTbCcA B AOMOSHEHMe (MO BbI6OPY) K cywecTBy WM annankatopam. Kpome HOBOro

annsaHkaxopa, 6binn TakXe BbIMO/HEHbl TeXHUYECKMEe W3MEHEHUS snwyrtpu OCHOBHOFO YCTpOWCTBA, HO ANS NONb3oBaTeNss OHW He UMelT

3Ha4eHA.

Mpegnonaraemoe Ucnonb3oBaHWe, HaCTPOKa nNapamMeTpoB, AUCMEN, aKCcNAyaTalLmna, BKAOYas Mepbl 6e30NacHOCTM U Npoueaypbl fie4eHUs, Mo

CpaBHEHWIO C TEKYL UM YCTPOWCTBOM He U3MEHUUCD.

Tekyuiass Bepcusi ycTpoicTBa (a Takxke NpeablAyLiMX YCTPONCTB) HUKOTAa He Bbi3blBasa HWKaKuMX nNpo6aeM Kpome MOGOYHbIX 3((HEKTOB,

yKaszaHHbIX B PyKOBOACTBe, U NMpoLeAypbl 1eHeHNSI C MOMOLL b0 YCTPOKCTBA OUEeHb 3PHEKTUBHbI.

Bbi6paHHOe M3MepPUTENbHOE U UCNbITaTenbHOoe o6opygoBaHue: MeDioStar, ycTpoiicteo Ne 1591 00 726

JOKYMEHTbl B MPUNOXEHNN:
MpunoxeHne 1: TexHUYeckKue ycnosua K npumeHeHunto (TP 7342 Usab-ApplSpecifAppl MSPRO VsOIl Z1140422-02)
MpunoxeHune 2: CneunduKaumm oCHOBHbK paboumnx dyHKUWUI, BKAOYasa Mepbl 6e3onacHoCTuH
(TP 7342 Usab-App2POFs MSPRO Vs01_Z1140422-03)
MpunoxeHune 3: MPOTOKON OTYETOB O NMOUCKe COOBLLEHUI 0 COBBITUAX YCTPONCTB, BKAOYAA pe3ynbTaTbl
(TP 7342 Usab-App3-BfArM+FDA-Vsl -Z1130827-1)
MpunoxeHune 4: NMpoTokKon oueHKN nonb3osaTtena (TP 7342 Usab-App4-AuswertgFragenVs01_Z1140425-01)

OKOHYaTenbHas OueHKa Pe3ynbTaToB:
IOMUPYS, MOXHO cKasaTb, UYTO 3KCNJyaTauuOHHasi MPUroAHOCTb HOBOW MOAepHM3MpPOBaHHOW Bepcum MeDioStar gaxe nyuyiwe, yem y

l yuiero yctpoiicTBa, NoTOMY 4TO BpeMsi npoueAyp CTano Kopouye, a 6e30NacHOCTb M 3PHEKTUBHOCTb OCTANNUCh TAKUMU Xe KaK Yy TeKYLLero
ycTpolicTBa.

O MpoBepka / NOATBEPXAEHMUE C OTPULATENbHbIM IS MpoBepKka / NOATBEPXAEHME C MONOXUTENbHBIM pPe3yNbTaToM

pesynbTaTom
Ecnun pesynbTaT OTPULATENbHbIA, TO KaKue NPUHSATHI Mepb:

MnaH Ne Z1/14/04/22/-01 cocTaBun: MpoBepKy/Banupayuunto NpoBen:

22 anpensa 2014 roga  LiummepmaH /Mopnuce/ 25 nioHa 2014 roga  LjummepmaH /Mognuce/
[aTa msa, damunnnsa Mognucek [aTa Nwma, damunnusa Mognuco

MnaH NpoBepun M BbINYCTUN: MpoBepKy/Bannpaumuio Nnposen v BbIMYyCTUN:

23 anpens 2014 roga  Katuep /Mopgnuck/ 26 uioHa 2014 roga  Katuep /Mognuce/
[aTta Nwmsa, pamununs Mognucob [aTa Nwma, damunnns Mognuchb

MounynHa nocnegHeli mogngpukaumm FB: 0630p

FB cpenaHHble Bnagensuem npouecca OTAe/IOM Hay4YHO-

nccnepaoBaTeibCKUX pa6oT: FB npoBepeHbl 1 BbinylweHbl OTAENOM KOHTPONA KayecTsa:

05.07.2012 W. LW TpaiiT Moan.
W TpaidT 06.07.2012 P. Tume Moan. Tume
OaTa nNwms, Mognuck LaTa Nwms, Moanucek
hamumnus hamunms
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«J1cKNnenuoH
Jlctisep

FB73Sle OTueT no nposBepke / Banngauunmn ekvionon?kue>>
(Aselepion Laser

Technoloaies)

CTtpaHnuya 2 n3 8

Pegakuus No: B NaeHTUPNKaLNOHHbIA HOMEp: Z”l4/04}/(22-01 onl ) 5 FB 7351e UsabUityValid
o/} y4acTHuKa/rog/mecsu/aeHb - NOPAJKOBbLIA HOMep MSPRO VsOl Z140422-01 doc
[OKYMEHT coKpaljeHune Ha3BaHue haiina
TexHnyecKoe 3afaHune T3 FB 7321_LH-MSPRO-V01_Z1140127-01
O630p 2010 gns MeDioStar XT/ miXT O630p 2010 T. FB 73511 Review 2010 MeDioStar XT-miXT Z1-2010-03-12-1
JMKHTPONbHBLIA CNNCOK AN PYKOBOACTBA .
HEMpUMeHNMO CL 7356 GA MeDioStar V01_Z1140205-01
Blnb3oBaTens
AHanns puckKos HeMpUMeHNMO FB 7302 RAaC MSPRO V01_MMo0l40204-01
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«Acknenunouy
Neitsep

FB 7351e OTuyeT no nposepke / Banupgauun FekHonoAXHCA
(A sdepion livscr

Teehnoloelcs i

CTtpaHuya 3 n3s 8

NWpeHTUO MKALMOHHB i Homep: Z1/14/04/22-01 . .
Pepakymnsa Ne : B FB 7351eUsabUityValid

K o yacTHukalrog/mecau/aeHb - NOPAAKOBLI I HOMeE
Ay A A PRA P M SPRO VsOIl Z140422-01.doc

MprmeyaHne:

MogepHusnposaHHas Bepcus MeDioStar paspa6oTaHa c Lenbio COKPaTUTb BpeMs npoueayp (0cobeHHO ANA 60NbLINX YHaCTKOB Tena, Takux
KakK CMMHa MY>XUYUHbI) ANA 3aKa34NKOB W NaLUeHTOB.

YTo pgocTuraeTcs ¢ MomMouibio 60MbWMX MO pasMepy fasepHbiX MNATEH, Korga OAWH nasepHblii MMNynbC OAHOBPEMEHHO OXBaTbliBaeT
Gonblwy nnowagb Koxu. B HacTosuiee BpemMs, MO pa3yMHOW LeHe, AoCTynHa 6onbwas MOWHOCTb fnasepa, KoTopas TpebyeTca fnsa
60nbLWKUX NasepHbiX NATeH. BLILL BbIN0ONHeHbI HEOGX0AUMbIE TEXHUUECKME U3MEHEHUSA; HANPUMEP, YBENMUEHO KONMUYECTBO Auoa08 B HOBOM
alf/IMKATOPE, MCTOYHUK NUTAHMA BHYTPU OCHOBHOIO yCTPOiicTBa 3aMeHeH Ha 60/1ee MOLLHBbI.

B To Xe Bpems ocTanucb 6e3 M3MeHEHUA W NONHbIA Habop (GYHKUWI U NpesnonaraemMoe UcNonb3oBaHMe TeKyuieldi Bepcunm MeDioStar
(BKNOYan BCe annanKaTopbl):

B cBfA3U ¢ 60NbWIMM ycnexoM (HaumHasa ¢ 2011 r. npogaHo noytu 1000 ycTpoicTB pasHbix Bepcuii MeDioStar, a ¢ 1999 r. npogaHo 6onblie
2 500 ycTpoiicTB BCex Bepcuii) U ath(heKTUBHOCTbIO M 6Ge3onacHbIM UCMONb30BaHWEM yCcTpolicTBa, KOTOpPOe 3a BCe 3TW FOAbl He Bbl3blBasno
HUKaKNX No60YHbIX 3h(heKTOB, KPOMe yKaszaHHbIX B PYyKOBOACTBE, 6Gbl/l 3aMeTHbIli cnpoc B T3 Ha 3TO yCTPOWCTBO, MO3TOMY BHOCUMbIe
N3MeEHEHUS He06X0AMMO 6blNIo cAeNaTb MUHUMANbHO 3aMeTHbIMMU:

Mpeanonaraemoe Ucnonb3oBaHWe, BKAOYaa npohuab onepatopa, NMPUHLKUN AeACTBUA Ha TKaHW, hu3nmyveckas YHKLMOHANbHOCTb W
o6paboTka U T.4. (cM. MpunoxeHune 1) nAeHTUYHBbI Tekyuleli Bepcun MeDioStar kak TpebyeTtca B T3.

PDFs, Bkato4ass Mepbl 6e30MacHOCTM, WAEHTUYHbI Cyl ecTBYWOLWMUM B Tekyuieii Bepcum MeDioStar, kak Tpebyetca B T3 (cMm.
MpunoxeHne 2 n T3).

OCHOBHOE YCTPOWCTBO /151 3aKa3uMKa 0CTanocb 6e3 M3MeHeHuii. Bce annamkaTopbl, KOTOPbIe fOCTYMNHbI CErO4HS, 0CTaNUCh 663 U3MEHEeHMI.
EfvHCTBEHHAs pasHuMua 4Ns 3aKa3unKa TONIbKO B HOBOM (No Bbl6opy), 60/1ee KPYNHOM annnuMkaTope, coKpauiaoliem Bpems npouesyp.

MoATBEPXKAEHME Ha OCHOBE TEKYLLIETO YCTPOiicTBa
11 OueHKa OTYETOB O COBBLITUSIX Ha COOTBETCTBYHOLLMX YCTPOICTBAX

PekomeHfauum oT defepaNbHOro MHCTUTYTA NO NeKapCTBEHHbIM MpenapaTtaM M MeAWLUHCKON NpoayKuun FepMaHUu u oT4YeTbl ANA
9TOr0 MHCTUTYTa 0 COObLITUSAX OLLEHUBANUCL ANS JAHHOTO YCTPOWCTBA (M OCTaNbHbIX HaWMX YCTPOWCTB) Ha PeryNspHoOiA ocHOBe, pas B
rog. MHCTUTYT He faBaN peKOMeHAauuii u He npeanaran cHATb ¢ npogaxu MeDioStar. MocnegHne OLeHKM cM. B MprUnoXxeHun 3.
Kpome Toro, Ha caiiTe YnpaBfieHMs N0 KOHTPONK 3a MpoayKTamMu U nekapctBamu CLUA) 6bln BbINOAHEH MOUCK MPeANOXeHUA o
CHATUW C Npofaxu MefWUMHCKUX npubopoB. B oTHoweHun MeDioStar Takux NpefnoxeHuin He ob6Hap3”eHO (CM. TakXxe
MpunoxeHwue 3).

1.2 OueHka ycTpoiicte MeDioStar Ha AaHHbI MOMEHT

HauvHasa ¢ 1999 r. He GblNI0 3a)MKCUPOBAHO HU OJHOTF0 HECYACTHOTO C/yYass MAW TpaBMbl NPU NPUMeHeHUN ycTpolicTB MeDioStar.
Apyrue no6oyHble ahheKTbl, KPOMe yKa3aHHbIX B PyKOBOACTBEe M0/1b30BaTe/NA, He BbISAB/IEHbI.

Ana Ha6nogeHna 3a PbIHKOM BbIMOMHANNCL €XerogHble 0630pbl. Bonblwaa YyacTb HalW WX UccnefoBaHUii Gblna 3aHOBO paccMoTpeHa B
2010 r. gna MeDioStar XT/miXT (cm. O630p 2010 r.).

B KayecTBe npumepa:

Hanb6onee Bceo6bemtoLLee nccaefoBaHmne npegnosaraeMoro NPMMeHeHUa ycTpoicTBa 6b1210 BbINOMHEHO AOKTopomM A. HemeToMm u3
dnopuabl (nekums B EBponelickoii akagemun gepmatoBeHeponorun B 2004 r., ® nopeHumns, Utanuma).

OH NpuMeHsn ycTpolicTBo ans 200 NayMeHTOB BCEX TUMOB KOXW C 06W MM YMCIOM ceaHCoB - 978. Bo BCex aTUX MpoueAypax y Hero
6bIN10 TONBKO 5 cnyyaeB BpeMeHHO!W runepnurmeHtauum (0,5%), He 6bINIO HWM WPaAmMOB, HW KaKUX-TO APYTrMUX [OITOBPEMEHHbIX
no604YHbIX 3hPeKTOB.

KonnuyectBo HeobxoguMbiX npoueayp coctaBnsno ot 3 fo 11, 4To HOpManbHO ANA YyMeHblWeHWA pocTa Bonoc. lMony4veHHble
pesynbTaThbl: 26% ymMeHbLeHMe pocTa Bosoc nocne 1,47% nocne 2 n 64% nocne 3 npouegypsol.
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2.2 TMoartBepykaeHWe TpeGoBaHuii T3, rnasa 3.1: qoyHKLMK, CBsi3aHHble C 6e30MacHOCTLI0

D YyHKLMA 6e30macHOCTH Tpe6oBaHUsA K obecneyeHnto 6e3onacHoO akcnayaTayum MprnemMmnemocTb
12. KHonKa aBapwuiiHOro BbIKIOUYEHUsT fasepa OK
(ucnonb3oBaHMe B 9KCTPEHHbIX CUTyaLNsx) Cnepean Ha npubope, NpocTas B MCNONb30BaHUN, NerkosamMmeTHas
13. 3aMOK-BbIK/lOYaTeNb CbeMHbIN 3aMOK-BblIK/IlOYaTENb

OK

(npoTMB 3anpeLw,eHHOro CNonb3oBaHnMsa npubopa
HeaBTOPM30BaHHbIM NepcoHanom)

14. MopjTBepPXAeHWe U3IMEHEHHOro napameTpa VI3MeHeHHbIW napameTp MOXeT 6biTb MPUMEHEH NUWb B TOM OK
neyeHuns cnyyae, eCiM NPOU30LWIO0 NOATBEPXAEHNE
15. Co3HaTeflbHasA NOAr0TOBKA Nasepa OTpeNnbHOe HaxaTwe KHONKM READY; AONONHUTENbHbIW >XenTbll

OK

(Mpeaynpexpaatowas namna Ha ABepu, KOHTPONb  MpeaynpexpalWwmnii curHan Ha gucnnee
3alNTHbIX OYKOB BCEX MPUCYTCTBYIO L NX)
16. Co3HaTeslbHOEe BKJ/IlOYEHUNE SMUTUPOBAHNSA MepeknoyaTenb A0MXeH 6bITb WCMONHEH TakMm 06pas3om, 4ToObI OK
cfiefnlaTb HEBO3MOXHbBIM HenpefjHamepeHHOe BK/OYeHUe
ABTOMaTUUeCcKOe 3anupaHue gBepeit Pa3beM flo/XkeH pacnonaraTbCca Ha 3afHeil cTeHKe npubopa OK

23 lMogresepkaeHve TpeboBaHWi T3, rnaea 3.2: MmaTpuua TpeboBaHWi

TexHU4ecKoe 3afaHue A1 NMOATBEPASHUST *
* HEKOTOpPble YKC/la He yKa3aHbl, NOTOMY 4YTO BblIMNO/IHEHUE 3TUX TpeGOBaHMﬁ noaTBep>XAaeTca NpU UaMepeHnAax

— oyl ()

KoHCTpyKLusA:

OK

HacTonbHblii npu6op 365 x 560 x 465mMm (LU XxIxB) 6e3 pyKosaToK 1 T.4. KpenneHue annaukaTopa;
Makc. 40 Kr, py4yku s NepeHocKu, 60/ee N3HOCOCTOMKOe NaKOKPACOUYHOEe MOKPbITHE - 6enblil FAsiHel; NOBEPXHOCTb C

BO3MOXHOCTbO AU3NHDEKLUN

11 Avcnneit 8,4%; CEHCOPHBbIW, C NerkKUM HaK/IOHOM Hasaf; 1erko YMTaeMblii MPU APKOM OCBeLLeHUN
MpefycMOTpeTb MeCTO ANA UCNOMb30BAHUA C HafNeXalnm MecToM 418 XpPaHeHUs
Xopowo foCTyMHble Ha 3afHeli cTeHKe Npubopa WTekep annaukKarTopa, rnaBHblii BbIKAOYaTeNb, CeTeBOW LWITeKep,
pasbeMbl HOXHOTO Mepek/tloyvaTens, npejynpexaato L, e namnbl, JUCTAHLNOHHOTO 3anMpaHna 4BepU, CEPBUCHBIX
MHTepdelicoB
He M3MeHATb HblHEW HWe annANKaTopbl MO BHeWHeMY Au3aliHy, B 6yaywem 6enas unm sepkanbHas Hakelika npsimo 3a
1.3 annnaMKaTopoMm fla3epa Ha Kopnyce annankartopa OK
OProHOMMUYHOE UCMOJTHEHNE HOBbIX annanKaTopoBs; 6e3 oCTPbIX KpaeB/yrnoB; C BO3SMOXHOCTbIO fie3nH(peKLnmn

1.4 HoBble annNaMKaTopbl C OX/lAXAaeMblM CanMUPOM B Ka4YeCTBE OXJaXAEHNA KOXW; C BOSMOXHOCTbIO Ae3nH(eKLN

OK
OK**

1.5 Bce annanMkKaTopbl U HAKOHEYHUKMW HA HOBOM annaukatope XL J0NXHblI 6bITb MPOCTO U HAJEXHO 3aMeHAEMbIMY

16 Xopowuit AnsaiH «xpaHunuwa» 4ns annauKaTopos, A0JIXKeH NOAX0AUTL AN BCeX annnKaTtopos

* CM. MOC-UEMIHIO CTP.
** [MoPcognHeHNe HAKOHEYHMKA K OCHOBHO.My KOpMyCy arnH. TkaTopa XL HeoGxoOLLIo /151 0KasaHst GoNbICero Aa&mneHis, TaK Kak 9o ellg He

cepuitHas feTa.ub MpoBepuTb /Hepa3bopunBo/ cepuiiHyto AETCHb.
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NaeHTndmkKaLms W so 6 pan ewneyoT poicT na

Noapo6uas WHG opM aymws o nuye, 0T BeT CT BeHHOM 3a 3KcnepT Hiy:

NoeHTU(MKaUMOHHbIE  [jaHHble /ML, OTBETCTBEHHOTO 32 3KCMEPTU3y MOL/IeXALLeli MpoBepke
MPOAYKLMN:
dNC: KaponuH KronuHr

MOMHbIE UMS 1 hamnns
(neyaTHbIMM ByKBaMN)

JomkHocts:  KoHTposnb kadvectsa H/IOKP
MOSIHOe Ha3BaHue [O/MKHOCTU

Ecm BbllLeyKasaHHOE /L0 He SBMISIETCS COTPYAHUKOM MPEANpUSTUS-NPOM3BOAVTENS MPOLYKLAW,
MoA/IeXaLLeli IKCMEPTH3E, YKXKITE CBEAEHNS O paboTozaTese OTBETCTBEHHONO 3a SKCMEPTI3Y /iALa U
OpraHu3aLmto;

OpraHusauys:

Agpec:

M eanyunckui nputop

Moapo6Has MHopMaLws O NPOLYKLMK, MOA/IEXKALLENA MPOBEPKE:

CM.PyKoBoch BO Nonb3oBaTens
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CL 7351 OcHOBHble TpeboBaH ! oLeHKe COOTBETCTBUA cornacHo Aupektuee EBpmBeTa 93/42/EEC*

Pepakums No: C N aeHTudmKaunoHHbIM Homep: CaM/14/11/12-01
neHTU(hMKaLMOHHBIA Kog/rof/MecsiLy ieHb-HoMep V01 CaM141112-01.doc

Tpe6oBaHMSA LUPEKTMBSI

naparpad
KpaTKoe onvcaHue

TKaHeiA. B pacropsbkeHne yrno/IHOMOYEHHbIX OPraHoB O/DKHbI
ObITb NPeLOCTaB/IEHbI CBEAEHUS O reorpayeckom
MPOUCXOXAEHUM XXMBOTHbIX. OBpaboTKa, KoHCepBaLys,
aHa/M3bl TKaHel, KETOK U BELLECTB YKMBOTHOMO
NPOUCXOXAEHUS 1 06paLLIEHNE C YKa3aHHbIM JO/MKHbI
OCYLLECTBNATLCA TaKMM 06pa3oM, UTOObI 06ecrneumTb
ONTVMa/IbHYH 6e30MacHOCTb. B 4aCTHOCTK, 3aLyTa OT BUPYCOB
W JpyryX NePeHOCYMKOB U B3Oy auTeNel 3a60/1eBaHNIA JO/MKHDI
obecrneumBaTbCs MyTeM BHePEHWS MPOBEPEeHHbIX METOAOB
NIVIKBMZALMN U BUPYCHOW MHAKTMBALWK B XO4e
NPOV3BOACTBEHHOO MPOLIECCa.

8.3 W3penwns, noctaBnsemble B CTEPUILHOM COCTOSHUN, LO/KHbI
MPOEKTVPOBATLCS, U3rOTaB/IMBATLCA W YMaKoBbIBATHCS B
O[IHOPA30BYHO YMAaKOBKY W/W C MPYMEHEHVEM CrOCOG0B,
COOTBETCTBYHOLLMX MPeAMnosaraemMomy MCMO/b30BaHNIO U3Ae/NiA
TaK, YTOObI M30Ee/MA OCTaBA/ICL CTEPWTbHBIMM MPU MOCTaBKe B
NpoAaXy Npy CO6MOLEHNM MPELYCMOTPEHHBIX U3rOTOBUTENEM
YC/IOBUIA XpaHEHWS 1 TPAHCMOPTUPOBKM J0 MOMEHTa
HapyLLEHVA LIeNIOCTHOCTY WM BCKPbITUS CTEPUBHO YTMaKOoBKU.

8.4 V3aenwvs, nocTas/ieHHbIe B CTEPUIBHOM COCTOSHUM,
M3roTOB/MEHBI U CTEPUIN30BaHbI MO YTBEPKAEHHOMY
crieLyanbHOMy MeTogy.

8.5 W3oennsa, npegHasHayveHHbIe A1 CTepWIn3aLmn, N3roToB/eHbI B

COOTBETCTBYHOLLWIX KOHTPO/MPYEMbIX YCIOBYSIX (Harpumep,
YC/IOBUSIX OKPY>KALOLLIEN Cpefpl).
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CL 7351 OcCHOBHble Tpe6oBaHN OLIEHKE COOTBETCTBUS COrMacHo Ampektmee EBp~eTa 93/42/EEC*

Penakumsa Ne: C N aeHTudrKaumoHHbIi Homep: CaM/14/11/12-01
neHTUKaLMOHHBIA Ko/roa/mMecsLy aeHb-Homep V01 CaM141112-01.doc

TpeboBaHWsA AMPEKTUBbI
naparpag

KpaTKoe onucaHve Ja

9.3 3aenms [OMKHBI NPOEKTUPOBATLCA Y M3rOTaB/MBATLCA TakuM
06pa3oMm, YTOObI CBECTV K MUHVMYMY PYCK BO3HUKHOBEHWS
noXapa v B3pbIiBa Npy HOPMasbHOM 3KCTTyaTaLmm Wivi npu
MepBOM BO3HWUKHOBEHUM fediekTa. OCo60e BHUMaHVIE [O/KHO
YLENATbCA NIErKO BOCI/IAMEHAIOLLMMCS BELLECTBAM W
BELLIECTB, KOTOPbIE MOTYT BbI3BaTb FOPEH/E.

=

10. N3penns ¢ nsmeputenbHON (hyHKLUMENR

101 W3penuns ¢ namepuTenbHOM (yHKLMEN 0/MKHbI ObiTb
pa3paboTaHbl U U3rOTOB/IEHbI B TaKUM 06Pa3oM, UTOOb!
o6ecneymnTb AOCTATOUHYH TOUHOCTb U CTaBWILHOCTL B @)
COOTBETCTBYHOLLMX Mpesenax TOHHOCTM C YHETOM Ha3HaueHUs
v3genvs.

Mpesesibl TOUHOCTY AO/MKHBI YKAa3bIBATLCA 33BOLOM- e
M3roTOBUTE/IEM.

10.2 LLIkana n3mepeHns, MOHUTOPWHIA U AUCTI/EA AO/MKHA ObITb
pa3paboTaHa C y4eTOM 3PrOHOMMYECKVX MPUHLMMOB U o
Ha3HaYeHWs YCTPOIACTBA.

10.3 3mepeHns, NPOBOAALLMECS U3LEMMAMM C U3MEPUTE/IbHON
(DyHKLUMEN, [O/MKHbI BbIPXKATLCA B CTaHAAPTU30BaHHbIX
eVHNLIaX (PU3NYECKUX BE/IMUYMH B COOTBETCTBUM C
NonoXKeHWAMM anpekTvebl EBpocoseTa 80/181/EEC (1).
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KOHCTPYKLWsI, Ge30racHast Mpy eavHNYHOM
HapyLLIEHUN

13MepuTesibHble (DyHKLIM OTCYTCTBYHOT

Vi3mepuTenbHble (yHKLMM OTCYTCTBYHOT

V13MepuTe/ibHble (DyHKLM OTCYTCTBYHOT
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CL 7351

Pepakums No: C

naparpad

1152

1153

Tpe6oBaHUs ANPEKTUBDI

KpaTKoe onncaHne aa

W3penvs, BbipabaTbiBatoLLMe VOHM3VPYIOLLIEE U3/TyYeHNE B

LIeNsiX PEHTreHOAMarHOCTUKY, A0/MKHbI pa3pabaTbiBaTbCs 1
M3roTaB/IMBaTLCA TaK, YTOObI 0GeCneUVBaTh MosyyeHNe
COOTBETCTBYHOLLIErO U306PaXXEHNS U/ BbIXOHOMO KavecTsa Q
A5 NpeanosnaraemMoro MCrosb30BaHKMs Mo Ha3HAYEHMIO B
MEAVLIMHCKMX LIENsiX, OAHOBPEMEHHO MUHUMI3VPYS!

BO3AEMCTBME M3/TyHeHNs Ha NaLeHTa 1 Nob30BaTess.

W3penvs, reHeprpytoLLme MOHM3VPYHOLLIEE N3/TyUeHIE B LIENAX
PEHTreHOTepanmm, AO/MKHbI PaspadaTbIBaTLCA U

13roTaB/IMBaTLCA Tak, YTOObI 06eCreUMBaTh AOCTOBEPHBIN B
MOHMUTOPVHT 1 KOHTPO/Tb 3a 0301 U3/TyUeHMs, TUMOM Jyya 1
SHEPruei 1, B MPUMEHNMbIX CyuasiX, KAYECTBO U3TyYEHUS.

OcHoBHble TpeboBaH! M oLeHKe COOTBETCTBUSA COrnacHo Aupektuse EBp M weTa 93/42/EEC*

N aeHTudrKaumoHHbI Homep: CaM/14/11/12-01

«ACKMenuoH Jlevizep
Tekvionopic» (Asclepion
Laser TecFmologies)

CrpaHuua 16 u3 30
CL7351 93-42-EEC MSPRO

oeHTUhMKaLWIOHHBIA KoL/ rof/MecsL/ ieHb-HOMEp V01 CaM141112-01.doc

COOTBETCTBME

HET  HEeNnpUMeHVMO
B n

B B

COrN1acoBaHHbIV CTaH4apT

Tpe6OBaHI/IFI no MeEANLIMHCKAM U3aennam, NOAKNHYEHHBbIM K UCTOYHUKY NUTaHUA U 060py,£l|OBaHHbIM BCTPOEHHbLIM

NCTOYHUKOM NUTaHUA

W3penvs, cofepkallivie 3eKTPOHHbIE NporpaMMypyemble
CUCTEMbI, JO/MKHbI Pa3pabaTbiBaTbCA TaK, YTOObI 06ecreumBaTh

BOCMPOV3BOAMMOCTb

HaZeXHOCTb W "

IKCnyaTalOHHbIE XapaKTEPUCTUKN 3TUX CUCTEM B
COOTBETCTBUW C X NpeanonaraeMbIM NMPUMEHEHUEM.
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VIOHVI3VIPYHOLLIEE VI3/TyUeHIE OTCYTCTBYET

VIOHVI3VPYHOLLEE VI3/yHeHVIe OTCYTCTBYET

OTu4yeT o6 ynpaBneHMnm puckKkamm
MpoTokon mcnbel TaHWi cornacHo EN 60601-1

OuyueHka cooTBeTcTBUA, EN 62304

OuyueHka cooTBeTcTBBua, 1EC 60601-1-22
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CL 7351

Pepakuma No: C

naparpag

12.7.3

1274

1275

128

1281

Tpe60oBaHUS AMPEKTUBDI

KpaTKoe onncaHune aa

YCTpOCTBa AO/MKHbI pa3pabaTbIBaTbCS W U3rOTaB/IMBaTLCA
TakM 06pa3oM, YTOObI CBOAWTL K MUHVMYM PUCKK, CBS3aHHbIE
C LLYMOM, NMPOM3BOAVMbIM STUMUN U3AENMNAMU, YUUTbIBASA
TEXHUYECKWIA MPOrpecc 1 VMEKOLLIMECH CPeACTBa OrpaHNyeHns
LLIyMa, OCOGEHHO B MECTE €ro BO3HMKHOBEHWS, €C/I TOMbKO
JIAHHbINA LM He SBNSETCS YaCTbtO YKa3aHHOW
3KCyaTauyOHHOM XapaKTepUCTUKN.

OKOHeYHble YCTPOIACTBA M Pa3beMbl SIMHWIA N0a4M
3NEKTPUYECTBA, rasa, rMapaBINYeCKOn U MHEBMATUYECKOIA
3Heprum, KoTopble Nosb30BaTesb LO/MKEH UCMO/b30BATL W H
YpaB/i[Th, AO/HKHBI ObITb pa3paboTaHbl 1 U3rOTOB/EHbI TaKVIM
06pa3oM, YTOObI CBECTV K MUHMYMY BCE BO3MOXKHbIE PUCKU.
[JoCTynHble YaCTn M3Ae/MiA (3a UCK/KOUEHMEM YacTel Wn
YYaCTKOB, NpefHa3HauYeHHbIX 415 NoJaum Tena Wi
paccUMTaHHbIX Ha AOCTUXKEHME 3aaHHbIX TeMMepaTyp) 1 nx T
OKPY)KEHWE B HOPMa/TbHBIX YCIOBUAX IKCTUTyaTauyn He A0/KHbI
[OCTUraTh MOTEHUMaIbHO OMacHbIX 3Ha4eHWIA TeMnepaTypbl.
3awimTa OT PUCKOB, CBA3AHHBIX C 06/TyHeHNEM MaLeHTa WK
BBEZIEHVEM MaLMEHTY BELLECTB

W3penns, KoTopble MOAaoT 3HEPKO WM BELLECTBA MaLUEHTY,
[OMKHbI pa3pabarbiBaTbCA U M3rOTOB/IATLCS TakviM 0OPasoM,
4TOObI MMEeNacb BOSMOXHOCTb AOCTATOYHO TOYHO 334aBaTb U
NOALEPXKMBATL CKOPOCTb MOJAYM, U B pesy/ibTare
rapaHTMpOoBaThb 6e30MacHOCTb NaLyieHTa U1 MoJib30BaTeNS.
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MpoT oKON Mcnbl TaHuit cornacHo EN 60601-1

MNpoBepka ycT poilcT Ba
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OTuyeT o6 ynpaBAneHUU puckamm
XapakKT epucT UKW NPOAYKLUM

MpoT oKON Mcnbl T aHuit cornacHo EN 60601-1

OTuyeT o6 ynpaBneHum puckKkamm
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MpoT oKON Mcnbl TaHMit cornacHo EN 60601-1

OuyueHka cooTBeTcTBuAa, EN 62304
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«AcKnenuoH fleiitep
TekHonogxuc» {Asclepion

NN NN\ *
CL 7351 OCHOBHbIe TpeboBaHNNNOLeHKe COOTBETCTBUSA cornacHo AmpekTnee EBpMuweTa 93/42/EEC Laser Technologies)
Crtpanuua 29 n3 30
Pepakuns Ne: C N paeHTUdmKauymoHHbIn Homep: CaM/14/11/12-01 CL7351 93-42-EEC MSPRO
MaeHTUhnKaumMoHHbIA Kog/rog/mecau/neHb-HoMep V01 CaM141112-01.doc
TpeboBaHUA AUPEKTUBBI COOTBETCTBMUE
naparpad corfniacoBaHHbI cTaHAapT 3aMeyaHunsl, OTKNIOHEHUA W/WIN PUCKK
KpaTKoe onncaHue na HeT  HenpUMEHWMO
1.1c KnvHuyeckasi oLeHKa ¢ JOKYMEeHTaLMA No Held 6yfeT aKTUBHO KnnHnyeckas oueHka
NOAAEPXXMBATLCA Y O6HOBMATLCA HA OCHOBE JaHHbIX nocse- EN 1SO 13485:2003
NPOA&XXHOro0 MOHUTOPUHTa T e 0 + AC 2009 QMH:
MEDDEYV 2.7.1:2009 PA 737 A3mMeHeHMA B NMPOoeKTe

PA851/AA8523 MOHUTOPUHI >Kas1i06
KAnHWYecKnii nocie-npoaakHbIi MOHUTOPUHT (KaK YacTb

nocne-npoLaXKHoro MOHUTOPUHIA) He TpebyeTcs. 0 7] 0
Ecnn A
[JaHHan Heo6513aTe/IbHOCTb MOHUTOPUHIA 060CHOBaHa Y n

1
3a(hMKCMpoBaHa B JOKyMeHTax e

BHumaHwue: ﬂ,aHHbIVI naparpaq) ,Cl.eVICTBI/ITeI'IBH TOJ/IbKO B TOM C/iy4ae, eCc/in JoKa3aTe/IbCTBO COOTBETCTBUA OCHOBHbIM Tp66OBaHVIFIM K 060CHOBaHUIO KNINHUYECKNX

l.1d
JaHHbIX CYNTAETCA Heobs3aTe/IbHbIM
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MpuMeHsieMble HeYHU(PULNPOBAHHbIE HOPMbI

IEC 60 601-2-22: 2007

EN 60 825-1: 2007 + MNonpasBka 1: 2008 + MNMonpaska 2; 2009
ENISO 15223-1: 2012

DIN EN 60 529: 1991/A1:2000

DIN EN 60721-3-2 : 1998-03

21 CFR 1040 (04-1-02 pegakuus) / YsegomneHnue 50,
YnpaBsrieHMe N0 KOHTPOJIIO 3a NPOAYKTaMW 1 fieKapcTBaMu
CBog thefepasibHbIX HOPMaTUBHbIX aKTOB - MPoayKTbl U
NekapcTsa 21.

EN 207:2009+ AC:2011

DIN EN 50 419: 2006-06

ENISO 14971: 2009-10

MNarauna* H uwwouna N uoawmwuna
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CnM1COK MCMOo/b3YeMbIX AMPEKTUB U YHUPULMPOBAHHbLIX COMYTCTBYIOWMX HOpM (MED)

N paeHTUhMKaLMOHHbIA HOMEp:

«ACK/T1ENNOH
L ] Jeiizep
TekHoNno4KNC»
(Asclepion Laser
Technologies)
CrpaHnual0 ns 10
CL7321 RNmed MSPRO
V02MMO 140821-01.doc

MMo/14/08/21-01
CokpaueHwne / Tog / Mecay,/ OeHb-Ne Md [l

O6bocHoBaHue

OTa Hopma 6blsia NprMmeHeHa B ¢Bs3n ¢ IEC 60601 -1: 2005. CornacHo BBegeHUto K EN 60601-1 TekcT
ABNseTcsa naeHTnYHbIM ¢ IEC 60601-1.

EN 60 601-1 yka3blBaeT Ha 3TV HOPMbI 1 MNO3TOMY NPUMEHSIeTCA
EN 60 601-1 yka3blBaeT Ha 3TV HOPMbI U MNO3TOMY NPUMEHSIeTCA

EN 60 601-1 yka3bIBaeT Ha 3TV HOPMbI 1 MO3TOMY MPUMEHSAETCA

3JTa HopMma 6bln1a UCNOo/Ib30BaHa Kak BCroMoraTesibHas 4151 onpefenieHst YCoBuiA TPaHCNOPTUPOBKY, TaK
KaK HeT CPaBHUMOWN YHUPULNPOBAHHOW HOPMbI.

[na nonyyeHunsa gonyckos B CLUA

3Ta HopMma 6blf1a MCNo/b30BaHa, YTobbl ONpefenTb CTeneHb 3alMTbl NasepHbIX 04KOB. OHa bblia
MCNOoMb30BaHa, TaK Kak HET CPaBHUMOW YHU(ULMPOBAHHOW HOPMbI.

Hopwma 6blna ncnonb3oBaHa 47151 KOPPEKTHOW MapKMPOBKM 3/IEKTPUYECKUX U 3/IEKTPOHHbIX NPU6G0POB, Tak
KaK HeT CpaBHUMOM YHU(PULMPOBAHHOW HOPMBI.

YHupuympoBaHHasa Ha gaHHbIn MoMeHT EN 18014971:2012 cooTBeTCTBYET HOopMaTnBHO EN 1SO 14971:
2009 n nosTomy eule NpumMmeHsieTcs. M3meHeHUsA no cpaBHeHuto ¢ EN 18014971:2012 (npunoxxeHune ZA)
6b1/11 OLIEHEHbI C MOMOLLLLIO MeTofa CTpaTerMyeckoro aHaamsa.



«ACKNenwmoH

Nelizep
TeKHONOAXKHC»
FB 7351e OT4yeT No NnpoBepKe / Banugayumun i
(Asclepion
Laser
Technologies)
CTtp. 1 us 14
MaeHTNPUKALUOHHBIA HOMep: Z1/14/03/27-01 FB 7351eClinEval
Pepgakuunsa Ne: B
Kopa yyacTHukal/rog/mecauy/geHb - NOpAJKOBbLIA HOMep MSPRO V01_2Z21140327-
01.doc
MpoBepkKa B MoaTBeOXgeHUe AN KNWHUYecKoe
W3penue / getans: MeDioStar Kopg maTtepunana: 1591, 1592
OcHoBaHue: B Paspa6oTka usgenus B V3meHeHune nsgenns B
M CXOAHBI A fOKYMEHT: H TexHuyeckoe 3afaHue: FB 7321 B T poeKTHOe 3afiaHue: B
LH MSPRO V01 Z1140127-01
0 AHaNn3 pUCKOB: B 3asBKa Ha M3MeHeHMe Neo: B
CepuitHbIN HOoMep: HENPUMEHUMO

KPATKOE ONMMWCAHWME: AHanus nutepaTtypbl

3Ta K/NMHMYecKas OLeHKa HOBOW, MoAepHW3MpoBaHHOl Bepcun MeDioStar ocHoBaHa Ha TeKyl,eM YTBEPXAEHHOM MeAWLMHCKOM npubope

MeDioStar (Ne 1590) ¢ MAeHTUUYHBIM MpejgnonaraeMmblM UCNO/Ib30BaHMeM. PasHuua n npenmMyLyecTsa 414 Nonb3oBaTens 6yaeT TO/IbKO B HOBOM
nnvkatope ¢ 6onbWMMKW NO pasMepy /asepHbIMW NATHamMW, 4TO6Gbl COKpaTWUTb BpemMs npoueayp. DTOT HOBbIA annauvkatop 6ypgeT

@D crasnaThca B fJononHeHMe (M0 BbIGOPY) K CYLLeCTBYIOW MM annaukaTopam.

Bo Bcex acnekTax, BKAOYas NpoUeaypbl NeYeHUs, N3MeHeHU HeT U MO3TOMY OH WAEHTUYEH TeKyLl eMy YCTPOWCTBY.

YcTpoiicTBa cemeiicTBa MeDioStar, koTopoe npogaeTcs 6onbwe 15 neT, HUKOrja He Bbl3blBas M HUKAKUX Npob6nem Kpome No60YHbIX 3 (heKTOB,

yKa3aHHbIX B PyKOBOACTBE, U NpoLeAypbl le4eHNSA C MOMOLLbI0 YCTPOKCTBA OUEeHb 3IPHEKTUBHbI.

Bbl6paHHOe M3MePUTeNbHOE U UCNblTaTeNbHOe o6opyaoBaHMe, HEMPUMEHUMO

JOKYMeHTbl B npunoXxeHnn: (MpoTOKONbI UCNbITAHWI 1 T. 4.)
MpunoxeHune A: TP7342 LiteratureMS V01_Z1140328-01.pdf
MpunoxeHune B: TP 7342 EvalReports BFArM+FDA 2014

OKOHYaTeNbHasa OlLleHKa pe3yNbTaToB: (KpaTKasa OueHKa, UTOTOBble MoKasaTenn)

B xopae 3TOl OUEHKM GblN0 NPOLEMOHCTPUPOBAHO, YUTO Mpoueaypbl 06paboTKM ¢ NoMouwbio MS sBAATCA 3PPEKTUBHBIMU U 6€30NaCHbLIMU.
MpoueHTHas AoNA cny4vyaeB ¢ NO6OYHBIMU 3h(heKTaMMN OYeHb HU3KAA U, B OCHOBHOM, TaKue Cy4yam HOCAT BPeMeHHbIli xapakTep. UTo no3sonseT
npuiiTM K BbIBOAAM O TOM, 4TO MpeMMmylwecTBa ANS MaLMeHTOB MpeBblWalT puckun. Hoeas Bepcuss MS no cBOeMy MPUMEHEHUIO

NPOAEMOHCTPUPOBAHA KaK 3KBUBANEHTHAsA TEKYLEMY YCTPOCTBY.

B lMpoBepka / NoATBepXfAeHWe C OTPULATENbHbLIM Pe3ynbTaToM O MpoBepKa / NOATBEPXAEHUE C NONOXNUTENbHBIM
pesynbTaTtom

Ecnu pesynbTaT oTpULATENbHbIA, TO KaKWe NMPUHSTHI Mepbl:

ANNH Ne, HEMPUMEHUMO MpoBepKy/Bannjaunto nposen:

22 okTA6pA 2014 r. . LlummepmaH /Mopanuce/
fata Nwmsa, hamunus Moanuck [aTta wmsa, damunusa Moanuchb
MnaH NpoBepUN N BbINYCTUN: HENPUMEHUMO MpoBepKy/BannmpaumMmuio NpoBes U BbINYCTUN:

28 okTA6ps 2014 r. A, KaTuep /Mognucs/
LaTa Nmsa, hamunus Mognucob NaTta Nms, pamunus Moanuce

MpuyunHa nocnegHen mogudpukauum FB: 0630p
FB cpenaHHble Bnagensuem npouecca OTAENOM Hay4yHO-

nccnegoBaTeNnbCKUX paboT: FB npoBepeHbl 1 BbiNyweHbl OTAe/10M KOHTPONSA KayecTsa:
05.07.2012 . W TpaiT nognucan 06.07.2012 P. Tnume nognucan
LW TpaniT Tume
faTta Nmsa, Moanucek faTta Nwmsa, Moanucek
hammnua hamunus
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«ACKNenuoH
Jlelizep
TekHoNoLXMUC»
(Asclepion
Laser
Technologies)
Ctp. 3un3 14
M paeHTNMKaUNOHHbIA Homep: Z1/14/03/27-01 FB 7351e ClinEval
Kog yyacTHMKa/rog/mecax”\ieHb - NopsiAKOBbIA HOMEP MSPRO V01_Z1140327-
01.doc

FB 7351e OTueT no npoBepke / Banmgaumm

Pepakumns Ne; B

1 Ksanuukauya aBTopa 1 peLieH3eHTa

Mpeanonaraemoe ucnonb3oBaHne 3Toli HOBOW Bepcun MS MAEHTUYHO MpeAnosiaraeMoMy MCMNONb30BaHWUIO pas3pelweHHOro NpejLwwecTBYOLWero
ycTpolictBa (CE 1275; cMm. Takxe cnegywouyt rnasy). Mo3ToMy BNosiHe BO3MOXHO, 4UT06bl Takas OueHKa NpoBOAMAAacCbL U aHanusnposanachb
rnaBHbIMW KOHCTPYKTOpaMu «AcKiennoH» (Asclepion) ¢ MHOFoN1ETHUM ONbITOM NPUMEHEHUSA Na3epHOro o6opyfoBaHNA.

ABTOp HacTosiweli oneHkun. Focnoxa . MUMMepMaHH ABNAETCA rNaBHbIM KOHCTPYKTOPOM M OTBETCTBEHHOW 3a MeAMUMWHCKOe 060CHOBaHWE 1
npuMeHeHne Ha pupme «AcknennoH Jlenzep TekHonogkumuc FM6X» (Asclepion Laser Technologies), o6nagas 60nbW MM ONbITOM B NPOBEAEHUN

KNTUHNYECKON OLEHKN.
Focnoxa . LlumMmMepMaHH uMMeeT aunnom ¢usmka u 6onee 25 neT onbiTa B 061aCTU NPUMEHEHUA MEAMLMHCKUX NasepoB, B YHACTHOCTU
XUPYPrnyecknx nasepoB B 061acTN JepMaTONOrUM N 3CTETUYECKON MefULUHbI, BKOYAsA NasepHY YyCTaHOBKY MS.

Mocne BbiNnycKa U3 yHMBepcuTeTa rocnoxa . LilmmmepmaHH 6onee 10 neT 3aHMManacb pa3paboTKoli Nna3epHoOi TEXHUKN B KayecTBe MHXeHepa-
nccnegosatena. HaunHas ¢ 1988 rofa oHa oTBeyaeT 3a MeAMLMHCKOE NMPUMeEHEHME pas3fInyHbIX nNasepos, BKkA4Yass MS, n paboTaeT BmMecTe C
BnavamMn B pas3fIMYHbIX 06/1acTAX Hay4HbIX uccnefjoBaHuii. Takxe oHa yxe 20 neT BefeT KypcCbl ANA Bpadyeli no nasepHoil 6esonacHocTw,
loYas MeULMHCKOe NPUMeHeHWe, a TakXe 3aHMManacb NMOArOTOBKON Bpauyeli U COTPYAHWKOB OTAena cbbiTa MO BONpocaM 3KcnayaTauuu
N e@ANLNHCKUX Na3epos.
Ha pupme rocnoxa IN. LiuMmepmMaHH Bena pyKoBOACTBO PUPMEHHbIMUW NPUKNAAHBIMW UCCNEA0BAHUAMMN N aHaN3 HAYUYHO NuTepaTypbl.
PaboTas B KauyecTBe r1aBHOro KOHCTPYKTOpa B TevyeHuun 6onee 20 neT, oHa TakKXe oTBeyasna 3a onpejeneHve napameTpoB NPUMEHEHUSA HOBbIX
nasepoB, a TakKXe 3a NoAAepXxKy paspaboTok B 06/acTV 3proHOMUKM, MOATOTOBKY NpaKTWYeCKOW 4acTu PyKOBOACTB MO 3Kcnayatauum u
06CNYXNBaHNIO, OLEHKY HOBbIX YCTPOWCTB B OTHOLEHUN MEAUNLLMHCKOTO MPUMEHEHUSA U 3PTOHOMUKMN.

PeueH3eHT pfaHHOW oueHKW. [ocnoxa AUNAOMUPOBaHHBLIA (GU3MK AHTbe KaTuep — AWNAOMWPOBAHHBLIA cneynanucTt no ¢Gusnmke c
aKafeMmyeckum cepTutunkatom. OHa UMeeT MHOTOMEeTHWIA ONbIT NPUMEHEHUS MEAULUHCKOTO 060pyA0BaHNA, 0COGEHHO AepMaToOrMYecKux u
nasepHbK YCTPOWCTB.

B 1986 rogy oHa 3aKOHYMIA U3yUYeHUe PU3NKM MO CNeLnanbHOCTY 1a3epHON (HU3NKKU, NONYUYUB AUNIOM NO PU3MKe.

3aTeM OHa pa6oTana B Hay4HO-TeXHU4YeCcKoW o6nacTtu, cobupass NpaKTUYeCKWi oONbIT MNo pas3paboTke W MNPOEKTUPOBAHWUIO Nas3epHbIX
NHCTPYMEHTOB.

C 1996 ropga rocnoxa KaTtuep 3aHMMaeT J[O/DKHOCTb PYKOBOAMTENs MNPOW3BOACTBA MEAMULMUHCKWUX Na3epHbIX NpubopoB, 0COGEHHO
o6opyfoBaHuAa 4NA fepMaTonorum.

Ee 0643aHHOCTU BKNOYAlOT TeCHOe COTPYAHUYECTBO C BpavyaMu (NMpUMeHeHWe YCTPOMCTB), 4TO NO3BONWUMO el HakanaIMBaTb MeAULUHCKUI U
NpaKTUYeCKNt onbIT, HEO6XOAUMBIW ANA aToro Buja paboT.

B ueHTpe BHUMaHUA ee paboT 6blAM 1 NPOAO/KAT GbiThb KIMHUYECKNE NCCNEA0BAHNA MO MPUMEHEHUWIO U yYyacTue B NOATOTOBKe Nybnunkauui
N OLEHKWN Hay4yHoOli nuTepaTypsbl.

2. OcHoBaHVe ANs aHanm3a uTepaTypbl

AM~pepHU3NpoBaHHasa Bepcus MS paspa6oTaHa C LeNblo COKPaTUTb BpeMs npoueayp (0Co6eHHO ANA 60MbWINX YYACTKOB Tena, TaKnxX Kak CnnHa
APPXU4YWHbI) ANS 3aKa34MKOB W MaLMeHTOB.
YTo fOoCTMraeTcss ¢ NOMOLW b0 6ONbWMX NO pa3Mepy NasepHbiX NATEH, KOr4a OAWH Nas3epHbIi UMNYyNbC OAHOBPEMEHHO OXBaTbiBaeT 60/bLIYI0
nnowaab Koxu. Ana 60NbWwW KX No paMepam nasepHbIX NATEH ¢ napameTpamMu npeAnonaraeMoil 06paboTkm Heo6xoanMMa 60NblIasi MOLLHOCTb
nonynpoBOAHWKOBOTO nasepa. B HaeTosAlee BpeMsi 60nbluas MOLWHOCTbL Na3epa No pasyMHoOl LeHe cTafna fOCTYMHOW.

B To e Bpemsa ocTanucb 6e3 U3MeHEeHW W NoNHbI Habop yHKUWI M NnpeanonaraemMoe UCNoNb30BaHWe Tekyuieli Bepcum MS (BKoYas Bce
annnukartopbl).

MouTmn 1000 ycTpolicTB pasHbK Bepcuit MS 6bInKn npofaHbl, HaunHasa ¢ 2011 roga u cBbiwe 2500 ycTpoOCTB BCcex Bepcuit cemelictea MS 6binun
npojaHbl, HaunHas ¢ 1999 roga.

Takoli ycnex Hawell KOMNaHWW cTan BO3MOXHbIM TOMbKO MOTOMY, 4TO npoueaypbl 06paboTkn ¢ MS, ¢ OfHOW CTOPOHbI, 0O4eHb 3INDEKTUBHLI, a
OpYroii cTOpOHbI, 06nafatldT OYeHb He6ONbWIMMM MOGOYHLIMUK 3PPeKTaMU AN BCeX TUMOB KOXMW, U MNPOCTbl, yAO6GHbI U 6e30macHbl Ans
TepaneBTa. 3a 15 neT He 6bIN0 3aMKcMpoBaHO Kakux-nnbo >xanob u nNo6o4YHbIX 3PPeKTOB, Kpome O06bIYHBIX LN NpeanonaraeMoro
MCNonb30BaHUA (M yKa3aHHbIX B PYKOBO/CTBe Nob30BaTeNs), HECMOTPSA Ha 60/1blIOe KOTMYEeCTBO NPOJAHHbBIX /1a3epoB.

M, KOHEYHO, HYXXHO CKas3aTb, 4TO YCTPONCTBO OYeHb HafleXXHO. HekoTopble nonb3oBaTenu 3 Ntanum n Typuun B NPOLIIOM FOAY yXXe nepewnmn
py6ex B 10 MUNAMOHOB MMNYNbCOB C OLHUM annAMKaToOpoM, a y OAHOr0 M3 3aKasyMKoB 3Ta uUudpa npesbicuna 15 munnuoHos. [Mpwu
NPUMeEHEHWN NONYNPOBOAHUKOBBIX /la3epoB ANA INUASALUN OT APYTMX M3TOTOBUTENENR, 3aKasyMKam NPUXOANTCA 3aMeHsiTb annanukKaTopbl nocre

1vnn 2 MUATUOHOB UMNY/LCOB.

Taknum o6pa3om, OCHOBHOe Tpe6oBaHMe B TEXHWYECKOM 3afiaHuUn ANS 3TOro yCTpOﬁCTBa COCTOSAI0 B TOM, 4YTOOGbl M3MEHEHWs TeKyLliero

ycTpoiicTBa 6bI71M, N0 BO3MOXHOCTU, HE3HAUYNTENbHbLIMK;

[Mpesnonaraemoe MCro/b30BaHWe UAEHTUYHO TEKyU.LeVI Bepcumn MS
CM. TakXe rnaBy 1 TeXHUYEeCKOro 3agaHusa (NoagpOo6HOCTU TEXHUYUYECKUX YCOBUIN K MPUMeEHeHUO) U rnaebl 4.1 (NoKasaHWs K MPUMEHEHUIO)

n 4.2 (npotuBonokasaHnA) JAHHOT0 AOKYMEHTA.

POF, BK0Yasi Mepbl 6€30MNacHOCTU, UAEHTUYHbI CYLLeCTBYOLWMM B TeKyl el Bepcum MS, Kak TpebyeTcs B T3 (CM. TexHUUYecKoe 3afaHue,

rnasa 3.1).
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FB 7351e OTuyeT no npoBepke / Banugaumm

Penakuust No: B MNpaeHTUdhnKauoHHbIn Homep: ZI1/14/03/27-01

Kop yyacTHuKa/rog/mecsu/aeHb - NopsigKoBbI HOMEP

«ACKNenuoH
Jleiizep
TeKHONOLKHC»
(Asclepion
Laser
Technologies)

Ctp. 6 u3 14

FB 7351e ClinEval
MSPRO V01 _Z1140327-
01.doc

WcenegoBaHnue N9 sBNAsieTcsl 0TYETOM O MPUMEHEHUU MpoueAyp AN HOXHbIX BeH 4o 3 MM. Ha6nganoch 60nbloe KOMYECTBO NaLuueHTOB
(106). 3gecb Takxe MOATBepXJaeTcs, 4To nocie 3 npouesyp y 75% Habniwoganocb nonHoe ucuenenue, y 20% 3HauuTesbHOe yNyULleHUe, Uy

4% cpefiHee, ay 1% TO/NbKO He3HauYMTe/IbHOE yy4lleHue.

S PeKTUBHOCTb NpOLELYP OMONOXEHNA OLeHUBaeTCs B uccnegosaHmax Nel14 (2005 r.), Ne15 (2006) n Ne22 (2014).

Tak HasblBaeMOe «OMOJIOXEHME» O03Ha4yaeT, rNaBHbIM 06pa3oM, WUCLENeHWEe KOXWU OT MNOBPEXAEHUN,

BbI3BaHHbIX YNbTpagnoneToBbIiM

M3lyyeHWEeM KaK 4acTu CoNHeuyHoro ceeta. Clo4a BXOAAT HapylleHUss NMUrMeHTauuun, Takme Kak Jo6pPOKauyecTBEHHbIW fIEGHTUTUHO3, TeKcTypa
KOXMW, MOPLLMHBI, APsSi6A0CTb KOXMU U T. 4. B nccnegosaHum Nel4 (2005) BbinonHsnack 06pa6oTka cBbiwe 120 NposiBNAeHWUA NeHTUrMHo3a y 12
NayuMeHToB, Y KaXAOoro nauueHTa NMpoBoAUAach 6MOMCUS M OLEHUBANUCL pe3ynbTaTbl. Y BCex nauueHToB Habnwpganoch 6onblie yem 50%
coKpalyeHne fieHTUIMHO3a (KpoMe OfHOro), M 3To Bo3geicTBuMe 6bi/1 MOKAa3aHO TakKXe Mo JaHHbIM  ructonoruun. T[lauueHT ¢
HeyAOBNEeTBOPUTEbHbIMU pe3ynbTaTaMu 6bi71 MePBbIM NaLUeHTOM, MPOWeAW MM NpoLesypbl 06paboTKM U ANA HEro MPUMEHSNoCh nasepHoe

NATHO pasmMepom 12 MM BMeCTO 6 MM.

McenegoaHne Nel5 (2006) aABnsAeTcA OYeHb BaXHbIM, X0TA B Hem Hab6nwpganucb Tonbko 12 nayueHToB. HO B 3TOM wuccnegoBaHum
nonb3oBanacb cneyunanbHas Kamepa, npegocTaBnsatolias AeACTBUTeNbHO 00beKTWBHbIE AaHHble O CBOWCTBAX KoXu. Takum o6pasom, 6bio
-KaaaHo, 4TO Npu JaHHOW 06pab0TKe, yny4ylleHUe AN NEeHTUTMHO3a cocTaBmno 20%, ans pasmepa nop - 30%, ans MopwmuH - 40%, 1 ans

TEKCTYpPbl KOXM - 40%. KOHEUHO, Henb3st 6bIN10 0XKUAATb CUALHOTO a(eKTa, NOTOMY UTO 3TO OYeHb MSATKas Npouesypa U MeHee arpeccuBHas

Nno cpaBHEHMWIO, Hanpumep, C MPOLUEAYPOI NleYeHUs, YTO WMCMONb30Banacb B MccnefoBaHun Nold ans NEHTUTMHO3a UM NO CPaBHEHMWIO C

NlevyeHemM Apa6nocTM KOXU XUPYPTUUECKUM NYTeEM.

McenepoBaHme Ne22 (2013) nocBsileHO APA6GA0CTU KOXU. B 3TOM uccnefoBaHUM NS OLEHKWN YNyUYLLeHWUA TaKXe UCMNONb30Bancs 06beKTUBHBbIN
WHCTPYMeHT. ¥ 53% nauuneHToB Habnwofjanocb yMepeHHOe ynydlieHne yepes 1 n 3 mecaua nocne npouegyp, a vyepes 6 MecsiLeB ymepeHHoe
ynyduieHve Habnganocb y 67% nocne npoueayp, NOATBeEPXAas M3BECTHbIN (haKT, 4To Ha o6pa3oBaHWe HOBOTO KofjlareHa TpebyeTcsa Bpems.

Ta6numua 1: MogpoGHOCTY Pe3y/bTaToB NPOLEAYP B UCC/EN0BaHMNAX:

MccneposaHune Ywucno
Haunbonee s3HaunMble pe3ynbTaTbl
Ne nayueHToB

1 20 Y MeHblleHMe pocTa BOJIOC Yepe3 3 mecala nocae 3 npoueyp:
JlaszepHoe nATHO 8 MM: 33%, nasepHoe NATHO 12 MM: 46%, nasepHoe
nATHO 14 mMm: 45%
TonuwmnHa BON0OC yMeHbLUUNacb Ha 85%.
3TO yMeHblLeHNe 3aBUCUT OT LBeTa BoocC, yepe3 1 mMecay / 8 MM: TeMHble
Bonockl - 89%, KawiTaHoBble - 74%, cBeT/nble - 69%

2 33 Mocne Tpex npouefyp AN HOXXHbK BeH
- 1-2 mm gnameTp: 70% MNOMHOCTbLIO MCLLEIEHbI
- 2-3 MM gnameTp: 50% NONHOCTbLIO UCLLENEHbI

. - 4 mm gnameTp: 30%, HO noTpeboBanocb 60nblye 3 npoueayp
20
Mocne 3 npoueayp ANA 3INUNALUN, OLEHUBANUCH:
- nasep MS agdekTnBeH Npm 06paboTKe KallTaHOBbIX AU TEMHbIX
BO/IOC C TUMOM KOXW 1-1V
- MS obecneuynBaeT JANTeNbHOE YMeHbLUEHNE pocTa BONOC Y
60/NbLWMHCTBA NaLMeHToOB nocne 3 npoueayp

- 6onee TONCTble BOMOCHI Ny4ylle nogaaBannucb o6paboTke

4 20 6 MecsaueB, nocne 3 npouefyp MO YMeHbLUIEHUIO pocTa BOJOC:
3 heKTUBHOCTb 75%
YHUUYTOXEeHNe BONOC AOKA3aHO C NOMOLW b rnuctonormmn (5 naumeHToB).

5 20 YnydweHune ¢ UHBEPCHbIMU YIPAMU Ha OCHOBE 3aNUAALUN:

- HOBble BOCNaneHus: ocnabneHne CUMNTOMOB B TeHeHMNE HECKONbKUX
oHel
- BOCNaneHus ¢ py6uamm AoNblie 6 MeCcsILEeB: UCLeNeHNe BOCNaNeHWi 3a

6 Hepenb
- nonocTun abcueccoB ¢ pybuamu: obeszapaxmBaroLlee Bo3geicTeme
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MpumeyaHns aBTopa

Xopowwnii pesynstat gns 3
npoueayp.

Ana TeMHbIX BOJOC
pe3ynbTaTbl MOTOMY 4YTO
60Nbluee NOrNoLWeHNe
MenaHWHa NPUBOAUT K
6onblwemMy Tenny.

B pyKoBOACTBe Nonb3oBaTesns
MNCKJIIOYEHbI COCYAbl 3 MM ©
6onblLie

PesynbTaTbl nccnegoBaHus
6blNy NpeacTaBAeHbl ANs
AMepUKaHCKOW accoymnaymm
nasepHoin MefuLUHBbI U
XUPpYypruu, AoCTyneH ToNbKO
OTpbIBOK. [M03TOMY
MH(pOPMaLNA He 0YeHb
nogpobHas.

OueHb XOpowW Wi pesynbTart.

BaxHoe foka3aTenbcTso!

TONbKO OTHYET O NPUMEHEHUN,
HO OYeHb LeHHbI 13-3a TOro,
4YTO Tepanus UHBEPCHbK yrpei
BoOo6LW e OYeHb TPyfAHa.

(KaK 0XXufganocb, ucueneHme
nosocTeil HEBO3MOXHO)
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PB7351e

Pepakuusa Ne: B

OTueT no npoBepke / Banngauun

VaeHTUdMKaLMOHHBIT HoMep: Z1/14/03/27-01

3Tn npouefypbl Bbi3BaN;
0,21% BpPeMEeHHON rMNoNUrMeHTaLmMm
0,67% BpPEMEHHON rMNepnMrMeHTaLmMm («kHECKONbKO» NaLMeHTOB B UcCNefoBaHMmM Ne 22, NpeanonoXunTenbHo, - 3To 5 13 30)

Kog yyacTHuKa/rog/mecsu/aeHb - NOPSLKOBbLIA HOMEP

0,03% npoAo/MKNTENbHOE MOKPACHEHNE KOXN

0,09% Hebonbwue pybubl (BCe nocne 06paboTKm cocypnoB)
NOCTOAHHAA TMNONUIMEHTALMNA OTCYTCTBYeT

NoCTOAHHAA rMNepnurMeHTaLnsa oTCcyTcTByeT

Apyrue cepbe3Hble NO60YHbIE 3PPeKTbl He Habnganuchb

Bce 3Tu No6oYHble 3heKTbl MepeyncieHbl U yKasaHbl B PyKOBOACTBE N0/b30BaTeNs.

«ACKNenmoH
Jleiizep
TekHoNoLXMC»
(Asclepion
Laser
Technologies)

Crtp. 103 14

FB 7351e ClinEval
MSPRO V01_Z1140327-
01.doc

Bce BMecTe Mo6oYHble athheKTbl COCTAaBUAN TONbKO 1% oT npouesyp 06paboTKU. STa NPOLEHTHAsA 40NA 0OYeHb Mana, y4nTbiBas TOT (PakT, 4To
06paboTKy MPOXOAMAMN NaLMeHTbl CO BCEMU TUMaMu KOXW, BKOYas asmaToB. B TeMHOI KoXe M KOXe asnaToB 60/blle MenaHUHA U NO3TOMY
|cK BOBHMKHOBEHUS MOGOYHbLIX 3(h(heKTOB BbiLle MO CPABHEHUIO CO CBET/I0N KOXeli.

LMHCTBEHHbIMU MOCTOAHHLIMU MOG0YHLIMK 3hdheKTaMu oKasanucb He6oNbwUe py6UbI,

KOTOpble MOABUAWCH MNocne 06paboTKM BeH HOT.

HyXHO 3aMeTUTb, YTO 3TW Hebonblwimne py6Lubl MO CBOMM pa3MepaMm He MPeBbiWalT AUaMeTp COCYLOB M CBeT/ee MO LBETY KOXu. [Mo3aTomy
nauueHTbl MOYTW BCerga NPUHUMAIOT 3TOT PUCK, MOTOMY UYTO ManeHbKWii, He6ONbLWOW py6el BbITNAANT Nyylle, yeM 60/ee TeMHbIA CoCys A0

3TOro.

Moapo6HOCTW McCNeA0BaHU, CBSiI3aHHbIE C MOGOYHLIMU 3hdheKTaMu, yKasaHbl B Tabnuue Huxe.

Tabnuua 2. MogpobHas nHopmauusa 0 N060UYHbIX apeKTax:

MNcecneposaHune
Ne

Ywucno
nayneHToB

20

33

20

(20)

20

35

3amkcupoBaHHble NO60YHbIE IPDPEKTbI

OKONOMONNNKYNAPHOE MOKPACHEHNE KOXW U OTEKU NOCAe 3NUAALNN
Ha6nwpganucb y 16 naymeHToB n3 20

Bonb Bo Bpema npoueayp: makcumym 0,8 no 10 6anbHOW wWwKane,
OTCYTCTBYIOT NOCTOAHHbIE MUTMEHTHbIE UM TEKCTYPHbIE NU3MEHEHUSA, HeT
o6pasoBaHns py6LOB NPU BPeMeHHO runonurMeHTaumMmn y 6 naymeHToB
13 20

y 30% nauneHToB Habnwganocb o6pas3oBaHne KOpPoCTbl nNocne ob6paboTku
BEH HOTr, Yy 4 nayneHTOoB 6blfla rMnepnurMmeHTaums, y 1 -
rmnonurMeHTaumsa, y 1- pybew (Ha nofblxKe)

Mocne anuNAUMKN He HaGNOAANOCh HU U3MEHEHUI NUTMEHTaLUN, HU
NOCTOAHHOIO NOKPaCHEHMA KOXW nnu obpasoBaHuna pybuos.

Bonb Bo BpeMsA 06paboTKM 6bIfI0 CUMIbHEe Yy NALMEHTOB C 60/1ee TEMHbIMMU,
rycTbiMun BOJIOCAMU.

He ynomnHaetca

PeyeBas MHMopmMaymnsa:

Kpome 6011, AONONHUTEeNbHbIe NO60YHbIE 3D PeKTbl Npu 06paboTKe
MHBEPCHbIX Yyrpeit No cpaBHEHMWIO C ANUNALMENA OTCYTCTBYIOT.

Mocne nevyeHWs BeH HOT, KpOMe 2 MaLMeHTOB C YMEPEHHbIM
ob6pa3oBaHueM pybuoB, HUKaKne No6oUYHbIe apdheKTbl He Habnganuch.
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MpumeyaHna aBTopa

CTaHfapTHas KOHeyHas Touyka
NpUMeHeHNs npouesyp

He6onbwasna 6onb

Bce no6oYHble athheKThl
ABNATCA, Kak NpaBuno,
npexoasWMmMmn, Kpome py6uos,
(o6paboTKa coCyf0B Bbl3blBaeT
60nbwe No60YHBbIX 3hheKTOB
n3-3a 60NbLlWeEro NOrnoLWeHnn)

YTo o6bsicHAeTCA 60NbWINM
nornoweHnem

Nekunsa B AMepUKaHCKOM
accoumaummn nasepHoi
MeAUNLMHBI N XUPYPTUK;
[OCTYMNEH TONbKO OTPbIBOK.
Bonb ycunusaetca u3-3a
BOCMNaneHns, BbI3BaHHOTO
NHBEPCHBIMMN YTPSAMMU.
O6paboTka cCOCYy40B Bbl3biBaeT
6onbue N0O604YHbIX 3h(heKTOB
13-3a 60MbLlero NornoweHns.
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Pepakumns Ne: B

MNcecneposaHue Ywucno
Ne nayueHToB
17 31
18 27
19 (2)
20 68
21 29
A
"W 22 30

OTueT no npoBepkKe / Banugaunu

MNpeHTUdprKaunoHHbli Homep; Z1/14/03/27-01

Kog yvacTHuKa/rog/mecsu/aeHb - NOpsfKoBbIA HOMEP

3admkcupoBaHHble N0O60YHbIE 3heEKTbI

MiccnegoBaHue M3MeHeHMUI KOXM Nocne anUAAuUmM ¢ NOMOLLYbio

06beKTUBHbIX N3MEPEHN N KOHTPONA MO Heo6paboTaHHbIM yyacTKaMm:

- MOKpaCHeHWe KOXUN MOXeT COXpaHATbCA A0 ABYX Hejenb

- HWKaKOW pasHULbl B ypOBHE MeflaHUHA, XOTSH U3MeHeHWe NUTMeHTaLnm
ABNAETCA 00bIYHBIM NOGOYHBLIM 3D PEKTOM NasepHbIX Npouesyp

- HWKaKWX N3MeHeHWU B 6Modhu3nyecknx ceoiicTBax KoXxu, BKOYas
noTepu Bnarn ncnapeHnem 4yepes Koxy, o6bem BogHoro 6anaHca
pOroBOro cnosi, KOXKHOe cafo n ypoBeHb pH

Mocne npoueayp anuNAUMKN 6blN 3aMeTeH CnefytoWwnii acnekT:

- BCYWHOCTWN, 6€3601€3HEHHOCTb, 0CO6EHHO MPU MHOTFOKpPaTHbIX
npoxogax=*

- B CYWHOCTWN, HE3HAUYNTeNbHble MO60YHbIEe 3hdeKTbl (T. e.
NoBEPXHOCTHOE MOKPACHEHMNE KOXMWN N KPaTKOCPOUHbIe
0KONMO0ONNNKYNSAPHbIE 0TEKU) NPU MHOTOKPaTHbIX MPoxoAax

17 13 3TUX NayueHTOB YXe NPOXOANIN paHee NpoLeaypbl No

YMeHbLLEHUIO pocTa BONOC C APYTMMU ycTpoiicTBamMu.

3TK nauneHTbl oueHNNM 06paboTky ¢ MS NeXT cnegyowmum ob6pasom:

- MeHble No60YHbIX athheKTOB: 71%

- 6onee ahheKTUBHA M MeHbLLe NO6OYHBLIX 3PpdheKTOB: 65%

- TonbKOy 1 nauyueHTa OTeKU COXpaHANUCb 3 AHS (HO paHee, nocne
06paboTKN APYrMM ycTpPoOliCTBOM, OTEKMN COXPaHANUCHL Aaxe 7 AHeW)

CM. HUuXxe

Mocne 06paboTKN MHBEPCHBIX Yrpei Habnwganmck:

- no6oYHble 3heKTbl Kak NpuU aNnnNALMK, Kpome 60nu

- 60Nb Cyw,eCTBEHHO BO3pacTaeT M3-3a BOCMa/leHUS, BbI3BAHHOTO
NHBEPCHBIMMN YIPpaAMU

Mob6o4yHble ah(heKThbl, 3aKCUpOBaHHbIE NOCNe Npoueayp 4NN

YMeHblLeHNA pocTa Bosoc ¢ npumeHeHnem MS NeXT n MS miXT

(npepwecTBylOWan MoaeNb):

- Mo6o4yHble ahPeKTbl 6bINN HEOGONBLWNMN N OTPAHNYUBANUCH TONbKO
KPaTKOCPOYHbIM NOKPACHEHMNEM KOXMU.

Mo6o4yHble 3h(PeKThbl, 3ahMKCMPOBaAHHbIE NOC/Ee MPOLEAYP OMOMOXEHUS

no ycTpaHeHuto ApsA610CTU KOXNU:

- cepbe3HOe HeGNaronpusaTHOe BO3JeNCTBME OTCYTCTBYeT

- TONbKO BpeMeHHasi 60/1b U NOKPaCHEHWEe KOXW, KOTOPble XOPOLW 0
nepeHocMnucb Npu nocnegyrwmnx obpaborkax.

-y nauueHToB GblN TUN Koxwu 111- 1V (asuatckuii),

- 0fHAaKO 60NbWMHCTBO NaLMEeHTOB O FrMNepnMrmMmeHTaLnm He coobwanu

- 6blN0 3a)MKCMPOBAHO TOMbKO HECKO/IbKO Cy4yaeB npexoasueid un
YyMepeHHOW rmnepnurMeHTaLmmn, KOTopblie He HYXAanucb B KaKUx-11m6o

npouegypax
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MpumevaHus aBTopa

3T0 0YeHb MHTepecHoe
nccneaoBaHue, NOCBALLEHHOE,
B OCHOBHOM, U3MEHEHUAM
KOXW U MO3TOMY MoKasaBsLluee
6e3onacHOCTb npoLeayp ¢
noMoLw b 06beKTUBHbK
N3MepeHnii.

OuUeHb LeHHbI pe3ynbTaT Ans
MS NeXT, nokasbliBat LW nii
6e30MacHOCTb U, B CYL HOCTH,
6e360N1€3HEHHOCTb Npouegyp ¢
MS NeXT, ocobeHHO B
pexunmMe «rnagkuii UMNynbe».

OT4yeT OnpumeHeHUn Ne 20
OueHb LEeHHOe nccnefoBaHue.
MpofgemMOHCTPMpPOBAH O4YeHb
6e3onacHblii cnocob nevyeHns
60M1e3HU, KOTOpasi Ha AaHHbI i
MOMEHT OYEeHb MA0X0
nogjaeTca NeYeHUto.

NccnefoBaHne 0OYEHb LIEHHOE,
nokasaHa 6esonacHocTb MS
NeXT v npegwecTBytoLeit
Mogenm MS miXT

OuyeHb LEeHHOe nccnegoBaHue,
NOTOMY 4TO Y MaLUeHToB
asnaTCcKuii TUN KOXW, KoTopas
CK/NOHHa NPUBOANTL K
no6o4YHbIM aphekTam,
0C06eHHO runepnurMeHTaLuu.
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N epesoag fgakWwHoro tnei”ma cpapenau M HoOW , nepesopauukom M amepgosb M TumMypom [ % asahw uposmuwduen
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Poccuiickan ®epepaums

Mopog Mocksa
Cepbmoro cpeBpasis aBe ThICAYM ceMHaALATOro roga

A Axmwvos 1e6 Bopricosiy, HOTapuyc roposa MocKBb!, CBUAETE/bCTBYHO MOL/IMHHOC T MOAMMCK
nepesoayvka Mamvefosa Tumypa [paBaHLLMPOBMYA.

lMognwck coenaHa B MOEM MPUCY TCTBUN.

JIM4HOCTL NMOANKMCaBLLIErO AOKYMEH T YCTaHOB/EHA.

3aperncTprpoBaHo B peecTpe: Ne ' >N3M3

B3bICKaHO rocy1apCc TBEHHOM NOLLIMHBI(MO Tapuddy): 100py6.

YriaueHo 3a OKazaHVie yCyr MPaBoBOrO M TEXHMYECKOr0 XapaK Tepas: - pyo.

[".B. AkumoB

Bcero npowHy™édp
1 CKpervieHo Y pdbBl

HoTapuyc-
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