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FB 7331 List of safety relevant materials and components

a?clpo en
Revision A Identification No.: MMo/14/03/12-01 ﬁ%gm&
MeriifiiaioncCoBesC lon-abV/runte /1 ar
For;
Development project: MedioStar SE
Project number: 480093A73031
Name of the product (if available): MedioStar (Brand MedioStar NeXT)
Item number (if available): 1590x, 1593x, 1594x (x =0- 9)
Prepared;
Vs. Change short description Date Name Sign
o7 Addedto No. 7.3 - new enclosure material )
(Baybiend Ié5 Alimna W55 E203, new Mar, 12. 2014 |m,Moller 1
manufacturing process)
06 Pt 1,6 +51 PS with 3" edition approval Oct 10, 2013 iM.Moller 1Sgd. Moller
o5 Added No 7.2/3 - new enclosure Plastic
Handpiece cover 400106103 and Plastic device June, 20 2013 jM.Moller ;Sgd. Moller
cover 159506027 'l
04 Added new power supply on SOC (MPO05- 1 1
XX MEOS-XX von Cotex) May 30, 2013 jM.Moller ' Sgd. Moller

deleted AC/DC Power Module TMT10124
(Traco Pov”er), VCP15US24 (XP-Power) ; 1
03 Added new enclosure material + change in I

. . Feb. 21,2013 iM.Moller :Sgd. Moller
order number for micro pressure switch

02 Added UL labeling for peb, wiring May 19, 2011 ;M.Moller ;Sgd Moller
01 First edition Feb. 25, 2011 iM.Moller ,Sgd Moller
Check and release: Division i Date Name Sign
Checked by i ‘ A i A<
Released by Q oy Vilh 0 A~.4qg\ Y o c

Grund fur Iniztn Anclurung dcs FB. Ersterstellung

f-B erstullt (lurch Pruzosseipr.er FUE J  FB qeprufi und frergegeben durch QM:
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FB 7331 List of safety relevant materials and components Asdi%pi«n
Revision: A Identification No.; MMo/14/03/12-01 Page 2 of 4
Klarficaon carHyearhedhichy nuntsr
no type and manufacturer operating jnominal approval place of
item number ratings | ratings assembly
1 Electrical supply
11 Line cord Feller 240 V 250 V VDE. C£, UL. outside
' 550704013 Burklin OHG 8A 16 A CSA. ENEC
12 Could apparatus plug Schurter / 240V 250 V VDE, inside
- 550206080 0 Hell 7A 16 A CE, CSA, UL
Line fuse.iLine switch 240 V 250 V VDE, L
13 550001034 ETA 7A 16 A ccc, csa, L Mside
Tested by ALT
inefilterB
Line Filter B ALT/IFEG 240V 250 V EBgiﬁéEum inside
551201026 7A 16 A 9
Komponeneten
pdf
RT/11/02/21-01
15. Distribution hne 1590 01 017 inside
151 ;gg_n?:gil Block WAGO 240 V 250 V KEMA, UL, Part of pos.
550103055 3A/ 4kV 3A/ 4kV CSA.VDE 15
Relais RT314024
152 788-154 TycolSchrack oo 220V VDE, UL csa CartofPos
550103056 15
. In
n 100- EN 60601-1:2006,
100- CAN/CSA-C222
: ; 240Vac 240vac No 60601-1,08,
Medina! power supply Gunter -600 W -700 W ansuaAMI
16 RLO402E-24 Dienstleistungen 1 47-63H7 47-63HZ ES60601-1:2005 inside
I 550399112 Ultra Level Tech ) Out UL E257331
| Out 29. CB 60601-1
j 24Vdc (OE 02015163)
350W 30Vdc Rons
400W
2 Switch-on circuit
?1 PCB SOC 7601 06 032 inside
U iiieeeeeeaeas .
MPO05-XX Cotek Input 230 Input 85- UL60601-1
MEO5-XX VAC, 0 5A 264 VAC, E324816 Pari of bos
)11 Output DC  0.13A CUL 60601-1 > pos.
24V, 0,21A Output DC CB TUV IEC P.CB soc
24V, 60601-1
0.21A
2.1.2 Fuseholder Schurter 240 v 250 v \l/EDCEGOéé?A Z?ﬁ of pos.
0031.8201,0853.0551 6 A 10 A UL PCB SOC
Key Switch /Laser
' Emerge.'icy Switch
- EN 61058
Schaltelement Oktron
J| . 12 vV DC 250 VAC  IEC60947-5-1 . .
122 'BZOI 482 j Schlegel inside
550101039 1A 6 A ELJJVCSA oL
BZ0O0/1.000.7706 . ' '

550101040 I
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rs 7331 List of safety relevant materials and components N

Asdepisn
Revision: A Identification No.: 'VIMo/14/03/12-01, P—%Of“
. drtigmatemndyiNe G T,
type and manufacturer operating nominal approval place of
item number ratings ratings assembly
DIN EN + IEC
60601-1
DIN EN + IEC
60601-2-2
DIN EN + IEC
Foot switch 10 VAC max 60601-2-22
23 KF1SD1S MED SK12 Steuto 4 0mA 25 VAC DIN EN + |[EC outside
660806008 max. 1A 60529IPX8
UL 60601-1
MPG
93/42/EEC
LiL 94-V0/-V2
rw tOv
3 Control system
i .
ECD4 PCB -ns5 v +8-40 V UL, Verified .
3.1 | 760106027 ALT/ACD <2A 4A by ALT inside
+5V 277VACI3
311 .Relais A1D 105 Panasonic <40 mA A \L/JIISECESS Part of pos
o "Relais AID 112 1.5 kv 30VDC/3A 31
61810-1
4 kv
DC DC Converter lested by Part of pos.
312 NMVO0512 Murata 1.5 KV 3 kV SLG 31
Software Tested by Part of pos.
313 11590(1593)04400-402 ALT N-A. NA. ALT 31
4, 1Cooling system
Micro Pressure switch LTJLI]V EN
580067
. 12263 Part of pos.
41 . - . ’ .
Alternativ: Wilspec 12 - 15 Bar 17.7 Bar 97/23/EG (inside)
18575: HR30211B3 HP (PED)
19732- HR10611B3 HP DIN 32733
b Laser power supply
Medical power supply Gunter In 100- In 100- BN 60601-1:2006
ME 1200-24 Dienstleistunge  240Vac 240Vac g&m
550399M1 n/ Codec 47-63 Hz  47-63 Hz  Nh 60601-1:C8.
-1600W -650W ANS/AAM -
51 ESR06DM2005  Inside
Out Out UL E34816
24vVdc/ 24Vdc/
*1200W 500W
Wiring harness
J Braid Wire HO7V-K
550701117
550701118 lested b
61 550701121 U.l. Lapp 240V 700V sisee Y inside
550701122
550701144
550701145
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List of safety relevant materials and components o>, .
rB 7331 y p Asciepien
Revision- A Identification No.; MMo0/14/03/12-01
ejkedonaenpiicy
no type and manufacturer  operating nominal approval place of
item number ratings ratings assembly
Braid Wire HO5V-K
550701116 Tested by -
L 550701147
- . . UL, CSA
Protective tubing PVC . ' o
3 550806040 Alpha Wire N.A. NA. Tested by inside
SLG
" Enclosure
[
Plastic device cover 159006001
[ o Sika Device RoHS, UL 94, _
Biresin RG53 FR Deutschiand inside 110X V-0 at 3 mm outside
<50°C . ... RU E204929
Plastic device cover 159006023 + 159506027
72 . . i
Slyroi/Butadien Device UL 94, V-0, .
(brandgeschutzt - SB VO) Kern GmbH inside 75"C ROHS, RU outside
<50 °C E83071
Plastic Handpiece cover 400106103 + 400106035
o . Device
Biresin VG230 Sika s o tested by ALT. oytside
inside 70°C
Deutschland . RoHS
L <50'C
|
; Bayblend T65 Bayer peyice tested by ALT, .
Allruna W55 E203 Allod inside 70°C RoHS, outside
<50 °C REACH

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

mu 4

E.



User Manual

(Version 15901)

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



Page intentionally left blank

1590 99 015_V1 - June 24. 2013

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



WARNING

This laser device emits high levels of emission in the infrared range that

may cause serious damage to the eye if the device is used improperly.
Moreover, further risks are possible.

| A Therefore, this User Manual must be studied carefully before using the

device and all warnings and instructions are to be observed during its
operation.

It is of particular importance that all persons in the roo'iTi in which the laser

is operated put on the appropriate eye protection during the active laser
operation.

1590 99 015_V1 - June 24, 2013
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1 Introduction

11 General information

This User Manual contains the information required for the intended use of the device.

It is an integral part of the complete product according to the applicable national, European
and international directives and laws on product liability.

The most important oblectivc is to protect persons against risk situations and the device
against damages caused by imprope' use.

¢ Regular maintenance according to the instructions given in this manual increases the
precision and operability of the device during its entire service life.

In case of malfunctions or errors that go beyond the scope of intervention of the User
contact the Technical Service of Asclepion.

Knowledge of this User Manual is required for the operation of the devices. Therefore, please make

yourself familiar with the contents and pay special attention to information concerning the safe
operation of the device.

Any deviation from the procedures described herein is prohibited and leads to the expiry of the
warranty.

1.2 Symbols in the User Manual

In this manual, the following symbols are used to draw your attention to dangers or to give
instructions on operating the device:

DANGER
This symbol indicates a direct danger for the life and health of persons.

Non-compliance with these instructions causes serious danger to health up to life-
threatening injuries or even death.

WARNING -n S

This symbol indicates a possible danger for Rie life and health of persons.

Non-compliance with these instructions can cause serious danger to health up to life-
threatening injuries.

CAUTION
lhi*symbol indicates a possible dangerous situation.

Non-compliance with these instructions can cause injuries.

Important information

This symbol indicates important information about the proper use of the device. Non-
compliance with these instructions can cause damage to property or malfunctions of the
device or in its surroundings.

Tip
This symbol indicates practical tips and particularly useful information that enables the
User to use all the features of the device in an optima! manner.

159099 015 VI-June 24, 2013
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1.3 Intended use

Recommended use

The Fpi l.ab is a pulsed diode laser (Class 4 laser product) that is used for the removal of unwanted
hair, for the treatment of acne, for vascular treatments and for skin rejuvenation. Melanin and blood
relatively strongly absorb the range of wavelengths of the radiation emitted by this laser, whereas
the sinrounding skin absorbs only a little bit of it. In this way, the radiation thermally destroys the
target structure while protecting the surrounding skin.

Please refer to chapter 6 Application for detailed information about the use of this device.

WARNING - [ ]

The incorrect using of this device can cause serious danger to health. Therefore, all
warnings, instructions and informations of this User Manual are to be observed under all
circumstances! The non-compliance is considered as unintended usd*‘of the device!

Any modification of this medical device is not allowed |

Contraindications

CAUTION

The intensive laser light in the infrared range can cause thermal damage of skin structures.
The contraindications listed below are based on clinical experience in operating laser
devices for said purposes of during about 15 years. They do not claim to completeness or

unlimited validity.
Light sensitivity
Usage 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 in the treatment area
Herpes simplex in the treatment area
History of Keloids

WARNING

The intensive laser light m the infrared range can cause thermal damage to the eyes.
Therefore it is NOT PERMITTED to laser the area of the eyes! Occasionally, eye
inflammation and a reduction of the visual function were observed although the eyes
were protected by eyeshields!

7S

WARNING

The intensive laser light in the infrared range can cause thermal damage to skin structures.
Therefore it is NOT PERMITTED to use laser treatment for pregnant women or children
because clinical studies do not exist for these patients.

CAUTION

Patients with tanned skin - especially fresh tanned - develop more intensive side effects,
particularly subsequent pigment changes. They should postpone the laser epilation!

Tattoos in the treatment area cause stronger side effects, too. Moreover, the color will be
partly removed. Therefore, tattoos should not be treated.

1590 99 015_V1 - June 24, 2013
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Contraindications particularly for the treatment of spider leg veins
Superficial varices with a diameter larger than 3 mm
Branch and side branch varicose veins
Ulcer
Diabetes
Vasculitis
Stasis dermatitis
Podedema
\ Neuropathy of the legs
Corticosteroids treatment in the last three months
Thrombophlebitis

Restriction of use

WARNING
The laser emission of the device can cause thermal changes of tissue structures.

Treatment may not be performed by anyone other than a practicing physician or under

the responsibility of a practicing physician (hereinafter referred to as user for
simplification).

Active medical products may only be applied by Users who are adequately qualified to do
so, based on their professional training background, expert knowledge and practical
experience.

It is expressly pointed out that the use of the device is only permitted for Users that have
been instructed to operate it and confirmed the training course by their signature in the
Medical Device Logbook.

Among other institutions, Asclepion Laser Technologies also offers courses for laser expertise in
medical applications.

Medical Cassification

i The Epi Lab meets the requirements of the EC Medical Device Directive 93/42/EEC and of
C€ ' its German equivalent in form of the German Medical Product Act (MPG).

Device type acc. to RL 93/42/EEC II'b

UMDNS no.. 16-948 laser, therapeutic

1-4 Copyright

The specifications are subject to change due to further technical development. Contact the Technical
Service of your distributor to get latest information.

© Unless expressly authorised, the forwarding and duplication of this document, and the

utilization and disclosure of its contents are not permitted. Violations will entail an obligation
to pay compensation.

All rights reserved in the event of granting of patents or registration of a utility model.

1590 99 015 VI - June 24. 2013
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Safety

21 General information

The Epi Lab complies with the requirements of the EC Medical Device Directive (9.T/42/EEC) and the
German Medical Product Ad (MPG).

The Epi Lab is a Class lib medical device as per the directive in Annex IX (i.e. a surgical invasive
product that is intended to develop a biological effect - that must not be confused with the laser
Cass').

Like each device, The Epi Lab may lead to potential risks when operated. The user should be aware
of them beftjre starting the system. Among these risks are optical, electrical and biological dangers
as well as fire hazards.

Observe the national regulations applicable for the operation of a medical product.

According to the EC Medical Device Directive (93/42/EEC) the users’ in the European Union is
obliged to keep a Medical Device Logbook. A corresponding sample is delivered with the device.

WARNING

The laser device emits high levels of radiation in the infrared range that may cause serious
damage to the eye if the device is used improperly.

Absolutely observe the instructions given in this User Manual for equipment and
procedures for operating, maintaining, checking or calibrating purposes.

WARNING

The laser radiation of the device can cause, whenever low, the risk of fire. Under no
circumstances the device may be used in an explosive atmosphere (classified as AP and
APG under IEC 601-1). Take care to preclude the existence of vapors from solvents or
flammable liquids (these have been possibly used for cleaning or disinfection) in the room
before you start working with the laser.

WARNING
Please note that this product is subject to scheduled technical safety tests that must be
/ I\ performed at annual intervals to ensure the safety for the staff and patients. If the tests
L}

are not performed regularly serious health problems can be caused.
The results of such safety tests are to be reported in the Medical Device Logbook.

WARNING

Work for service, repair or modification may not be performed by anyone other than
Asclepion Laser Technologiespersonnel or other bodies duly authorized to handle such
work to ensure the safety for the staff and patients.

if unauthorized persons carry out service works, repairs or modifications at the device
serious health problems can be caused.

1590 99 015 V1 - June 24. 2013
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2.2 Electrical hazards

WARNING

The laser is operated with line voltage. There is the risk of an electrical shock! Do not open
the device, if you are neither trained nor authorized to do so.

Ihe device is only to be operated with reliably grounded and perfectly installed sockets
with earthing contact.

WARNING \Y

laser is operated with line voltage. There is the risk of an electrical shock!

The device is designed to prevent the penetration of liquids during normal use. If liquid
penetrates Into the inner system space or the handpiece in exceptional cases, you must
turn power off and pull the main power plug. Please contact our Technical Service.

2.3 Biological hazards

WARNING -Tw
The contact surface of the handpiece contacts the patient's skin during the treatment.
There is the risk of microorganisms being transferred.

The selected handpiece must be deep cleaned and disinfected directly after each
application!

2.4 Radio interference

The device complies with the requirements of the EN 60601-1-2 standard. The system is not
affected by elcctrorridgnctic interference generated by other devices that conform to the same
standard. Moreover, the system docs not generate electromagnetic radiation beyond the limiting
values indicated in EN 60601-1-2, The manufacturer's declaration about the electromagnetic
compatibility according to EN 60601-1-2 is enclosed to this manual.

WARNING

Medical- .devices are subject to specific precaution measures concerning the
electromagnetic compatibility (EMC). The device emits low levels of electromagnetic
radiation that may have an effect on devices that do not comply with the standard.
Unintertded settings at these devices could be the result of such an effect.

Please observe the notes of the manufacturer's EMC declaration in the Appendix when
installing and operating the device.

WARNING

The device may be influenced by devices that do not comply with the standard indicated
above. The result may be unintended settings. Therefore, switch off cellular phones and
similar equipment before putting the laser device into operation.

WARNING

The use of accessories and cables not authorized by the manufacturer may result in an

increased interference emission or a decreased immunity of the device with the above
mentioned consequences.

Use only accessories and cables that have been authorized by the manufacturer for this
result.
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WARNING

The device must not be stacked / arranged close to or in combination with other devices. If
the device is operated close to or with other devices it must be checked if the device is
working properly in this arrangement.

2.5 Laser

2.51 Optical hazards caused by laser emission
Lasers are classified in accordance with their potential for danger. The most dangerous class is class 4
(the less dangerous class 1),
WARNING

The device is a laser of class 4. That means that the direct Ind even scattered laser
radiation can cause serious damage to the eye if the device is operated improperly.

The protection measures described In the following must be sfrictfy observed.
It IS of particular importance that all persons in the room in which the laser is operated put
on the appropriate eye protection during the active laser operation.

For fundamental rules on the handling of laser devices you are referred to the international standard
EN 60825-1. It is complemented by national regulations providing general protection from
dangerous laser radiation. Their purpose is to protect operating personnel and patients during
medical applications.

Please *ollow specific national regulations that may be valid for your location.

It is highly recommended to follow the rules specified below;

1. A laser safety officer should be appointed in writing who has at least the following
responsibilities:

¢ monitoring of laser operation,
¢ supporting the user on issues of safe operation and necessary protective measures,
« cooperating with expert personnel on occupational safety in fulfilling their tasks,
including the information about important issues of laser radiation protection.
2. Laser area

During operation, the area where the maximum permissible radiation level may be
exceeded, i.e. the so-called laser area must be delimited and marked with a laser warning
sign. The laser area is the room in which the laser is used. Warning lights and a triangularly
shaped yellow laser warning label must be provided at all access points.

Figure 1. User warning label (IEC 60825-1)
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3, The NOHD (Nominal Ocular Hazard Distance) of this laser system is very great so that the
entire laser session room is to be regarded the laser area.

Personal eye protection

WARNING
Laser radiation can cause serious damage to the eye.

Everyone present in the laser room during a treatment session must wear laser safety
goggles, the patients an eyeshield!

The laser safety goggles and the eyeshield for patients must comply with the specifications
defined in the technical data section!

Further precautionary measures

¢ Cover up windows and other openings of the treatment room in order to prevent
unwanted emission of laser radiation.

¢ Restrict access to the treatment room to the patient to be treated and to those persons
who will assist and arc trained in the handling of this laser device.

¢ Make sure that personnel trained and assisting in a therapy session know how to shut
down the laser in the case of an emergency.

« Remove all metal objects such as watches, rings, bracelets or similar belongings from
the working range and refrain from the use of reflecting instruments or other
comparable materials where possible.

(Reflecting objects can interrupt the laser beam and guide it to another area than the

intended one. Many surfaces, even the ones that seem to be mat, can strongly reflect
the emission wavelength of the laser.)

« Point the active laser only onto the area that is intended for treatment.

« Refrain from looking directly into the outlet opening of the handpiece or that of the
optical fiber, even if you wear laser safety goggles.

¢ For phases of non-operation, you should switch to STANDBY mode (in the STANDBY
mode accidental release of the laser is prevented).

« Always remove the key from the key holder once power has been turned off and keep
ji- the key in a safe place.

Responsibility

The user who releases the laser emission is responsible for the laser safety. He/she has to
ensure that all preventive measures have been taken before activating the laser. It is of
particular importance that all persons in the room, in which the laser is operated, including
the patients, put on the appropriate laser safety goggles or eyeshield.

1590 99 015 VI - Juno 24. 2013

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



2.

WA

5.2 Laser-induced fire hazard

RNING

Because of the laser radiation of the devices there is a risk of fire or explosion if the laser is
used in the presence of flammable materials, solutions or gases or in an envirement which
is enriched with oxygen.

The

Users should take the following precautions in order to prevent fires caused by laser

radiation:

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

Please expose only the proposed body areas to laser emission

Please use non flammable substances for the preparation of the treatment and for the
cleaning and disinfection of the handpieces directly before and during the treatment. If
it is not possible to avoid usage of solvents such as alcohol or isopropyl alcohol directly
before and during the treatment, the vapour should be refnoved by aeration before
activation of the laser or at least wait for some time.

Please use non-flammable substances for anesthesia, if at dF.

Avoid the use of oxidizing gases, e.g. nitrogen oxid (N.O) and oxygen. Be especially
careful when using oxygen. Oxygen increases both the intensity and the extent of fire.

Please keep a minimum of flammable materials in the treatment room only. If it is
necessary for the treatment to use flammable materials, please moisten these.

Keep clothes as far as possible away from the treatment zone.

Some materials, which are saturated with oxygen (e.g. cotton), could be inflamed at
the high temperatures, which develop under the intended use of the laser.

Have always a small fire extinguisher and water ready in the treatment room
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Technical data

Device models

Designation
The Epi Lab
(Part no, 15901)

Handpiece 14x10
(Part no. 4060)
Handpiece 8 x 6
(Part no. 4062)

Handpiece 4 x 3
(Part no. 4061)

Description

High power diode laser
Standard handpiece for hair removal
High-powcr handpiece for hair removal (optional)

Handpiece for vascular treatments (optional)

The standard delivery includes the main unit with one standard handpiece.

Specifications
Specification
Device model
Display

Operator guidance
Cooling

Dooi interlock connector

Lasc® warning lamp

Permissible ambient
conditions

Permissible transport and
storage contiltions

Dimensions
Weight
Power requirements

Mam fuse

Overvoltage category

Max peak of mains voltage
Max. nominal mains voltage

1590 99 015 V) - June 24. 2013
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The Epi Lab
Table-top device

8.4" LCD display

Touchscreen
Internal cooling cycle

5v/10TNh

Potential-free relay contact
max. 24 V / 1 A (make contact)

Temperature: 15°Cto30°C
rel. air humidity:  max. 70 % (no condensation)
height: max. 3000m above sea level

Upright position (not to lay!)
Temperature' 5°C to +40°C

rel. air humidity: 10 % to 95 % (no condensation)

365 X560 X465 mm (W XD XH)
without handles and handpiece holder

ca. 35 kg
100 -240VAC, 50/60 Hz, max. 1500 VA
overcurrent release 16A, medium slow-blow

Il (EC 60664-1)

V MT peak = 2500V peak
V MN r.m.s. = 300V r.m.s.



Classification according to
directive 93/42/EEC

Accessories

Operating mode

II'b

see chapter 7

The device has been designed for continuous operation*.

* At high room temperature and high average power it is possible that, after longer treatments, the
device goes into the cooling mode for about one minute to guarantee the efficiency of the skin

cooling.

Specification
Laser model

Wavelength

Laser class

Required laser safety goggles

(acc. To DIN EN 207: 2009)
Pulse duration
Pulse energy

Pulse frequency

Spot sizes (handpieces)

Tolerance of output power

Laser beam mode

Laser beam diameter at the

handpiece output

Energy density

Beam divergence at the handpiece
output (round angle, 1/e")

Nominal ocular hazard distance
(with handpiece)

Protection class of the part used

10
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The Epi Lab

High-power diode laser array

800 - 950 nm

800 - 950 nm D LBS

max. 400 ms (depending on the mode and handpiece)
max. 60 J (depending on the mode and handpiece)
max. 12 Hz (depending on the mode and handpiece)

handpiece STD' 14x10 mm~
handpiece HP:  8x6 mm”*

handpiece VAS: 4x3 mm~»
+ 20 %

multimode

see spot sizes

max. 44 J/cm™ @ handpiece STD: 14x10 mm”*
max. 90 Jicm™ ® handpiece HP:  8x6 mm~

max. 210 J/em™ @ handpiece VAS; 4x3 mm”"

typ. 400 mrad @ handpiece STD
typ. 700 mrad @ handpiece HP
typ. 600 mrad @ handpiece VAS

35 m

B
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3.3 Technical description

Power supply unit
The mteratcc 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 term 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.

The device contains a database where the user can store treatment reports with the parameters
typically used for various types of treatment

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 cootjng 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).

Laser
The Epi Lab laser is a pulsed high power diode laser (laser class 4).

The emitted wavelength is in the near infrared (NIR) of between 800 nm and 950 nm.
The laser beam emission is activated by pressing the foot switch.

Skin Cooling

Next to the laser tip is a metal probe at the handpiece, which is cooled by an integrated f'ellier 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.

1590 99 015 VI - June 24. 2013 n
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3,4 Safety units

The device is equipped with several safety units that have been provided to avoid maloperation and
the unintentional activation of the system. All the persons who operate the laser or assist during the
treatment should make themselves familiar with these units.

Laser emergency STOP switch

The red Laser emergency STOP switch at the front of the device (see figure below) is for the
purpose of switching off the system immediately in an emergency. It should only be activated in
emergency situations, i.e, if the emission has to be interrupted immediately.

To turn oft the system immediately press this button. To unlock this button after the elimination of
the emergency, turn it to the left until it jumps out again.

Note

The Laser emergency STOP switch should not be used to turn the system on and off in its
normal condition.

Key switch

The key switch is used to activate the system. Only authorized persons having access to the switch
can start the system. The system can only be started via the key switch, if the Laser emergency
STOP switch has not been pressed.

WARNING

The laser device emits strong radiation in the infrared range. This radiation can cause
serious eye injuries if the device is not properly used.

The device must not be switched on or operated by unauthorized personnel.

Remove the key always after having switched oft the system and ensure that it is kept by
authorized persons only.

S'O»' SWt,h

Key 4nizch

Figure 2: Safety units at the front panel of the device
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Power switch
The power switch separates the device from the line voltage. If the device is not in use, the switch
should be in the OUT (O) position.

Power switch

Figure 1 Power switch at the rear panel of the device

Foot switch

The foot switch is an electric button that releases the laser emission if the laser is activated and if the
device is in the RtADY mode. It is equipped with two redundant switching elements. Position the
foot switch always close to the treatment area.

Figirr 1 foolvAirrh
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STANDBY mode

The STANTTRY mode prevents the unintentional or inadvertent activation of the laser. If the device is
in the STANDBY mode, laser emission cannot be activated. The user can only start the emission, if
the READY button has been pressed.

The system switches to STANDBY in the following situations:
« after the first start of the device,
« if tfic User presses one of the buttons for selecting the laser parameters,

¢ if the system has been in the READY mode for a longer period of time without the laser
released.

« if the User presses the STANDBY key when the system is in the READY mode.

Automatic shut-down

The device is equipped with an automatic shutdown system. If a specific problem arises, the system
will automatically change into the following safe mode:

The laser beam shutter is closed, the laser discharge is interrupted and the footswitch is deactivated.
The screen shows a fault message identifying the specific error (see chapter 9.).

Remote door interlock contact

The system is equipped with a remote interlock contact that may be connected to the entrances to
the laser room. If the remote interlock contact is open (e.g. if the door is opened), the laser emission
will be interrupted autornatically and the device will change to the 5TANDBY mode.

Acoustic signal

The laser emission is indicated by an acoustic signal during the period of emission.

Warning labels

The device carries several warning labels (see chapter Installation - Labels). These labels must always
be clearly readable and replaced immediately when damaged.
Contact the Technical Service immediately in such cases.

The manufacturer will only guarantee the safety, reliability and performance of the device,
if:

1. the device has been used in accordance with the instructions given in this manual (on the
safety measures and the use of the system),

2. the installation, assembly, extensions, changes, repair and maintenance works have been
performed by persons being authorized and qualified for them, and

3. the electric system at the place of installation complies with the requirements placed by the
EN/IEC and the local regulations.
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4 Start up

4.1 Scope of delivery

Note

Check together with the haulier whether all components that are listed below and
required for the safe operation of the device are present and not damaged.
Incompleteness and/or damages in transit are to be claimed immediately at the supplier,

Asclepion Laser Technologies does not accept any liability unless another agreement has
been made expressively.

Please, keep the packing for the future safe consignment of the device.

CAUTION

Refrain from start-up action of any kind if the device or its accessories are found to have
suffered mechanical damage. There is risk of physical injury if this advice is disregarded.
Contact the Technical Service of your distributorin such cases.

The basic equipment comprises the following device parts:

basic device

power cable

foot switch

handpiece

warning lamp/door interlock connector

keys (two for key switch)

laser safety goggle, eye protection for patient
user manual

laser..yvarning sign

1590 99 015 VI - June 24,2013 15
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4.2 Installation

421 Device design
Handpiece with mtegratert -
vkm cooling J-[’ > IQ/S/M‘]
Nl
> Handpiece holder ' -4/\
Q q) n
1 f emergency
STOP switch
Rgres Grratiosd tefrat e d tedaie
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Master
interface
. Ventilation opening
USFJ interface

Service interface

Power switch
Coupling
handpiece

Power inlet socket

Connector for ‘cmote door
interlock contact

Connector tor foot switch

Connection of
potential equalization

Figure 6: Connections at the rear panel of the device

4,2.2 Labels at the device
WARNING

The laser device emits high levels of radiation in the infrared range that may cause serious
damage to the eye if the device is used improperly.

Therefore, warning and information labels are attached at aporopriate points of the

device. All the staff must know these labels and their meaning to ensure the proper use of
the device.

All labels must be kept at their position and must be in good condition. Replace defect
labels immediately to ensure the appropriate use of the device.

159099 015 VI - June 24. 2013 17
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Label on Laser emergency STOP
switch at the front side of the

ticmtt
/ Irgi.fe $)
™ 1
Labe) at fhf beam '<ml
aperture at the handpiece
(Figure 9)
Protection class B
of application parts
Labels for interface conneetions at th®
rear panel of the device:
- t®
Master interface
USB interface
Service interface
Line power input
Remote door interlock
rontact
Connector for foot switch Caution!
Observe
coolant Caution!
and Consult
upright accompanying
transportation documents
(Figure 15) (Fig. 14)
Label for potential ) Laser warning label
equalization connection ATypepldle EN_6O 825-1
(Figure 11) ifrgurt 12) (Figure 13)

Figure 7; Labels at the Epi Lab device
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f-iglirp 8- Laser emergency STOP switch

Figure 9: Beam exit aperture

ir- Swvice

POWER IN

Figure 10. Interface connections '

Figure n  Potential equalization connection

This label indicates the Laser emergency STOP
switch for switching off the laser radiation

promptly.

This label indicates the exit point of the laser
beam out of the transmission system.

Warning; It is absolutely important that only the
accessories  released by  Asclepion  Laser
Technologiesare connected here. Master, Service
and USB are exclusively designed for authorized
personnel.

1 Master interface

2 USB interface

3 Remote interlock contact connector
4 Connector for foot switch

5 Service interface

6 Power inlet socket

This contact is used to connect the device |
additionally to a potential equalization system.

y  Asclepion Laser Technologies GmbH

& CT7747 Jena Brussc-let Slralk 10. Germany
Model
Model: 15901 The Epi Lab
S/N 159010100 HaCL-21
Sena! number -
50/60 Hz
Date nf manufacture 1500 VA

(YYYYM.M)

S. % 1275

Cimp es wit" 21 CfRI101i0 10 and IMO 11 except for

0

_Protcction class
application parts

devia'ions pursuant to Laser Notice No. 50 dpled June 24. K7

Figure 12: Type plate The £pi Lab

Type plate indicating type-specific data of the device, such as serial number and date of manufacture.
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[ INVISIBLE

*  LASER RADIATION
Avt’., i>6 LHHi fi ul
MLA'} £4 SCArUHO Hao™woLy

aAbS«3 LASER P-HODUCT

»*Cr

y-v’

J1 MTH Lla< *

“ iUt t
$A »t 'c IN keex | roe?

Figure 1 laser warning label DfN FN 60 825-1

Figure i ‘i Caution' Consult accompanying documents

Use only coolon! l;quio 'BC4" ‘i

“Mecise note never mix |
BC4 With other tiquicis' |

and

figure 14. Caution! Observe coolant
and upright transportation!
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This label informs about the dangers, the
maximum values of energy emission and the
classification of the laser soiycc.

This label informs the user, that he/she has to
read the accompanying documents before the
device is used.

This label informs the user, that the coolant has to
be used which was specially developed by
Ascicpion for the device (corrosion protection,
antibacterial, frost protection, effective cooling)!
This cooling fluid should never be mixed with
dcstilled water.

This label informs the user, that the device has to
be kept in a vertical position.
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4.2.3 General information about installation

r> Important information

After the installation and any relocation of the device from a cold to a warm environment
with a temperature difference of more than 5“C, allow the device to adjust to the room
temperature in unpacked condition before being used at least in the following way;

min. 2 hours at a temperature difference of up to 10°C
min. 4 hours at n temperature difference of up to 15°C
min. 8 hours at a temperature difference of more than 20“C,

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

Take care that the installation and operating environment of the device meets the

following conditions: temperature: 15 to 30°C, relative humidity: max. 70 % and height
not more than 3000 m above sea level.

Non-observance of these instructions may result m the destruction of the device.

For an efficient cooling of the device, please keep a minimum distance of at least 20 cm between its
lateral and rear sides to the wall.

WARNING

mm The laser device emits high levels of radiation in the infrared range that may cause serious
damage to the eye if the device is used improperly.

Every entrance to the laser area (usually the laser treatment room) must be equipped with
warning lamps that are lighting (or flashing) as long as the laser emits radiation to warn
persons against eritering the room.

4.2.4 Door interlock connection

At the rear panel of the device, a connector is provided for the connection of a door interlock

contact to the device (see Figure 16: Connections for remote door interlock contact and laser
warning lamp).

As port a round plug hast o be used which can be screwed, type (x)V 40 according to IEC 60130-9,
e.g. Lumiyrrg WSV 40 (as delivered).

(x): dependent on type, e.g. WS for an angled plug as delivered.

Door interlock contact 5 VDC / 20 mA

Relay contact laser emission (max. 24 V / 0,5 A)

Figure 16: Connections for remote door interlock contact and laser warning lamp
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By connecting the two connections remote door interlock contact external door contact you can
prevent laser radiation from being emitted when the door of the laser room is opened.

This safety system serves to shut off the surgical beam automatically when the door is being opened
thus precluding any risk to the person entering.

The contact connector delivered is factory-fitted with a jumper. To connect a door interlock contact,
remove tfiis jumper and connect your door interlock contact to the same terminals. The external
contact must be potential-free. If a door-interlock contact is not used, make sure to keep the plug
with the factory-fitted jumper connected.

Important information

The contact plug may only be connected with the device being turned oft and
disconnected from the power supply. Non-observance of this instruction can cause
damages of the device.

The contacts for the remote interlock and the foot switch must ficver be connected with
line power because otherwise the system will be seriously damaged. Connect these two
connectors only in the way described in this section.

Tip
If you have connected the door interlock contact with the entrance door, please check
every day before starting a treatment that the laser cannot be switched to the READY

mode with this door being open. In case of malfunction please inform the Technical
Service.

An external voltage source tor a low-voltage warning lamp can be switched via two further contacts
of this connector. The internally installed switching relay is designed for a maximum voltage and a
maximum current as shown in figure above. Absolutely observe the following safety requirements
for the connection of an external warning lamp

WARNING

To avoid the risk of an electric shock with consequential serious health problems as well as
\ fire hazard of the transformer, if you use an external transformer to power the lamp,

please note:

A safety transformer complying with IEC/EN61558-2-6 must be selected.

The internal relay of the device is closed, if the device is in the READY mo6c.

The prescribed laser warning lamp may, of course, also be turned on and off via a normal light
switch if the laser is operated.

4.2.5 Foot switch

Now, connect the foot switch to the foot switch connector provided at the rear panel of the device
(refer to Figure 6. ). Make sure to insert the plug as deep as it will go. Then, lock it by turning the
cap nut clockwise. The foot switch should be positioned right next to the device.

To be able to activate the foot switch later, the cover must be pressed first so that it opens. Thus,
the real switch (black) can be accessed and can be activated by the foot to release the laser emission
in the READY mode.

22 1590 99 015 VI-June 24, 2013
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4.2.6

Basic body of
‘he handpiece

Laser ttp*

Skin cooling prca#

The laser spot si7e can be varied by changing the handpiece. The system automatically detects the

Foot switch

Figure 17' Foot switch

Handpiece with integrated skin cooling

Figure 18: Handpiece with skin cooling

new handpiece (optional) and considers it accordingly.

1590 99 015 VI .June 24. 20!3

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

Y- - mmm menl

.4



Figure 19 Laser tip of handpiece with protective cover
4.2.7 Mains connection

Important information

When selecting the power outlet, consider ail technical data of your local network and the
device. First, verify that the available line power corresponds with the specified power
requirements (line power indicated on type plate). If the device is connected to an
inappropriate power supply the device can be damaged.

Please observe the requirements stipulated in your national regulations/standards as
amended.

Before the device is connected to the line power supply, the rocker switch of the main switch must
be in position O (device without potential) First, plug the mains cable into the power inlet socket at
the rear panel of the device before connecting the other end with the mains plug. The operation of
the laser requires that the device is connected to a single-phase power outlet protected by a
separate fuse rated for at least 1500 VA (circuit breaker type C).

4.3 Switching on

Verify that the following requirements have been met before switching on the device:
. The device is in perfect condition (no damages).

. The voltage specified on the type label agrees with the line voltage available at the place of
installation.

The power plug of the device has been plugged into an appropriate power outlet.

. The foot switch plug has been properly connected to the foot switch socket at the rear
panel of the device and has been screwed down.

The plug of the door contact is properly connected and screwed to its terminal at the rear
panel of the device.

. Handpiece is connected.

. Warning lamps are switched on at every laser room entrance.

24 1590 99 015 V1 - June 24, 2013
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Make sure (.hat all safety precautions have been taken.
Then, proceed as follows:

1. Switch the power switch at the rear panel of the device to | (O).

(Figure 6. Powerswitch at the rearpane!)
2. Verify that the Laser emergency STOP is deactivated (not pressed)
3.

Then, put the safety key into the key switch and turn it clockwise as far as it will
SO.

While the device is automatically testing essential and safety-relevant parts, the start screen appears
on the display and changes after some time to the treatment screen.

Figure 20. Start screen
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Operation of the device

WARNING
lhe laser device emits high levels of radiation in the infrared range.

The use of controls or adjustments or performance of procedures other than those
specified herein may result in hazardous radiation exposure.
This may cause serious damage to the eye.

Absolutely observe the instructions included in this User Manual for equipment and
procedures for operating, maintaining, checking or calibrating purposes.

51 General information on operation

The treatment parameters are to be set via the touch screen on the display at the front panel. The
setting ISvery straightforward and self-explanatory.

« to select a function press the corresponding fields on the display. By pressing the +/- keys
on the right side of the display you can browse through lists consisting of several pages.

« To select parameters press the corresponding parameter field. Fields with a dark background
(function fields) can be selected whereas fields with a light background (indication fields) are
only used for giving information.

By pressing the +/- keys on the right side of the display you can change the set diameters. If
you keep the key pressed for a longer time, the parameters will run through automatically.
The new parameters are loaded by pressing OK.

¢ Successful key pressure will be confirmed by a short beep signal.

¢« The device is activated by pressing the /ffzZIZTKkey. The active mode is shown in white. If
the Device is switched to the READY mode, the yellow warning sign will be additionally
shown on the display.
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Overview on important functions of the device

Function/

parameter Display

Setup
Tools
/4y —

Setting keys

Back

OK OK

Activation of
footswitch W

Switching off

52 Setup

Remarks

General settings for the device can be made via
the display.

Saved special functions for the laser can be called.

Scrolling through lists and changing settings

Returning to the last screen without loading the
changed settings

Loading the changed setting (otherwise the old
parameters are activated again).

The active mode is shown in red (here shown

STANDBY, the footswitch cannot activate

emission).

If READY is activated (red) additionally the yellow

laser warning sign appears at the right upper

corner of the display. LLI

f
The device can be switched off without turning -+
the key switch.

You can change the general settings of your display such as language and sound volume. Call the
Setup menu by presing the Setup key in the main menu. The Setup screen appears.
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You can execute the following functions by pressing the corresponding keys

Function/ .
Display Remarks
parameter
Information Indication of software version
Language Selection of different languages
Sound Setting the sound volume

Input of the code to extend the use time

Time lock manager . . .
(the code is supplied by your distributor)

*5 5.3 Setting parameters and starting the treatment

After start screen the treatment screen appears after some time.

Figure 22 Treatment screen (example)

On the display you can first select the different modes - Basic, Professional, Smooth Pulse and
Vascular - if they arc released for the connected handpiece.

Than select the parameter you want to change by pressing the corresponding field. The selected
parameter will be visually marked (darker). Use the setting keys +/- to make changes.

The parameters that can be set depend on the mode.

Basic mode:
energy density (Fluence) and treatment speed (Speed) can be set
Note In this mode, the shortest possible pulse duration (Time) for the set fluence will be
used, always with double pulse.

Professional mode;
Fluence, Speed, Time as well as Single or Double pulse can be set
Note: For the double pulse Fluence and Time always refer to the sum of the two parts of
the double pulse.
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Vascular mode;

Fluence, Speed and Time can be set
Note: always single pulse

Smooth pulse mode:
Fluence and Speed can be set

Note: always single pulse, always shortest possible time for set fluence
low fluence, high frequency
contrary to the other modes, several passes are always required
(see Application Epilation)

PressjTfCfor saving the changed settings (otherwise the old parameters are activated again) |

T,p
Please note that

only the useful modes can be activated for a specific handpiece. That means that not
all modes can be set for each handpiece.

most of the parameters technically depend on each other. That means that, for
example, the highest fluence is not simultaneously possible with the shortest pulse
duration.

The spot si7e can be changed by changing the handpieces and is automatically recognized by the
device and displayed.

In addition to the parameters selected, the device status [STANDBY of READY] and, if applicable,
plain-text fault messages are displayed.

Furthermore, the pulse energy, the currently emitted pulse number and the total pulse number are

indicated additionally (in Tools

The laser is released by pressing the foot switch.
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53.1 Parameters

Function/ Display Remarks
parameter
Energy density Fluence Adjustment of fluence
Adjustment of treatment speed (pulse
Treatment speed Speed frequency)
Information about the spot size of the
Spot size Spot

handpiece

Adjustment of the pulse duration
Pulse duration Time Professional for double pulse sum of

the two pulse parts

Operating mode Mode Operating mode

Professional switching between
Pulse Pulse single pulse/double pulse
Burst number of pulses

5.3.2 Special function/Tools

Press the Tools key to open the Tools sacen ot the application).

Figure 23 Tools screen

Function/ Display Remarks
parameter
Pulse counter Actual Current pulse counter
Pulse counter Total Total pulse counter
Pulse counter Remain Remain pulses till end of life time
. cold / medium / warm
Temperature Skin Cooler

skin cooling (recommendation: cold)

Cooli t p OFE Is switched on automatically after
ooling water pump ump changing the handpiece

Energy indication Display energy Indication of the energy on the display
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Important information

Before the real counter reaches end of life time (and "Remain" reaches 0) there are sever-
al reminders on the display that the attached handpiece has to be send in for revision to
the service department of Your distributorin a forseeable time.

This way a long term planning is possible. During revision it is decided, if the handpiece
can be used further tor a specific number of pulses or if the handpiece has to be replaced.

Important information

Before changing the handpiece the cooling water pump must always be switched off by
switching off the device (recommended) or pressing the Pump o/Tkey in the Tools menu.
Thus, leakage of the cooling agent is prevented. When the handpiece has been changed
the pump is switched on automatically.

5.3.3 Activating the laser ready mode and releasing the emission of the laser
beam

See also chapter Application.
After the switching on of the laser device it is in the STANDBYmo6t.
Verify again that

« the handpiece has been connected correctly,

e??

. « all laser safety precautions have been taken.

" « the door interlock contact functions properly, if you have installed it: Open the
door; it must not be possible to switch the laserto R E A D Y error message is

I I I displayed and must be confirmed).

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

WARNING
The direct and scattered laser radiation can cause serious eye injuries.

During the active laser operation all persons present in the laser room have to wear
protective eye goggles or patient eye shields appropriate for this laser as specified in

A..chapter Technical Data. Other types of laser protective eye-wear do possibly not provide
the degree of protection needed!

" Before pressing the READY key the attending user must check this.

In the READY mode you can also activate a laser pulse by pressing the foot switch
unintentionally! Therefore, the laser device must be switched to STANDBYm the
treatment pauses and at the end of the treatment.

The laser beam may only be released if the handpiece is precisely directed onto the skin
area to be treated.

In case of dangerous malfunctions the Laser emergency STOP must be activated
immediately.

By pressing the READY key you change to the READY Toiic\ the yellow laser warning label appears
on the bottom right of the display. First, the system performs a safety test of the hardware that
takes about 2 sec (see Figure below).

Moreover the system checks, whether the temperature of the cooling probe of the handpiece is low
enough. If the cooling temperature after the hardware start has not been reached yet, the
Cooldown handpiece screen is displayed. Its progress bar reflects the cooling-down of the cooling
probe. This screen will be faded out, if the cooling probe is cold.

(The same applies for activating the device after 15 minutes of inactivity.)
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Figure 24 After activation of READY

If the footswitch Is pressed, the laser radiation is released from the laser tip of the handpiece. The
release of the foot switch instantly stops the emission of laser radiation.

Emission of laser radiation is indicated acoustically by a warning beep and optically by the blinking
laser emission indicator on the display.

When you change any parameter in the READY mode, the device will automatically switch to
STANDBY, i.e., you have to press the READYkey once more to return to the READYmodt.

During the treatment it is normal that the temperature of the cooling probe of the handpiece heats
up a little bit. particularly for larger areas. If the upper limit of the cooling temperature is reached,
the emission of the laser radiation will be interrupted and an informational screen will be faded in.
The treatment can be continued as soon as the cooling tip is cold enough again.

The Epi Lab is equipped with a user-friendly Laser emergency STOP that is located at the front panel
of the device. In an emergency, the laser is immediately deactivated by strongly pressing this key
and thus any laser danger for the user and patient is removed.

If the emergency problem has been solved, restore the functionality of the device by slightly turning
the Laser STOP switch manually anticlockwise to its normal position.

CAUTION

It during lasing the symbols or V, appear m the Fluence field, the device has
detected a deviation of the output values higher or lower than 20 %.

Higher values can cause undesired side effects, whereas lower values can reduce the
effect of the treatment.

If this deviation continues inform the Technical Service.

If you have finished the treatment, switch the laser to the safe STANDBY mode by pressing the
STANDBY key. If you intend to interrupt the treatment for some time, switch the laser to the
STANDBYmode. too. In this mode, it is impossible to release laser emission unintentionally.

After a longer period of inactivity in the READY mode, the device automatically switches to the
STANDBY TO06E.

32 1590 99 015 V1 - June 24, 2013

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



5.3.4 Changing the handpiece

The handpiece shall be principally changed with the device being switched off. If this is not possible,
the cooling pump must be deactivated imperatively before the handpiece is removed from the
device, tor doing this, press the Pump OFF key in the Tools menu to switch off the pump and the

LED at the handpiece extinguishes. Only now the handpiece plug can be separated from the device
without any risk.

Important information

Before changing the handpiece, the cooling water pump of the device must be switched
off by pressing the Pump OFF key in the Tools menu. When the handpiece has been
changed, the system switches on the pump automatically.

5.3.5 Switching off the device
Exit the READY mode and switch to STANDBYmode by pressing the STANDBYV.ey.
To switch off the laser device, turn the key switch anticlockwise as far as it will go. Only then, you

should switch off the power switch at the rear panel of the device. By switching the power switch to
'0" the device is completely disconnected from the line voltage.

WARNING
The direct and scattered laser radiation can cause serious damage to the eye.

Never leave the device unattended while it is switched on. Shut down the device
completely by switching the power switch.

After you have turned off the device, make sure you have removed the key from the key
switch. Keep the key in a safe place to prevent the unauthorized use of the device.
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Application

6.1 General instructions

This chapter contains detailed information on the operation and application of the laser device. Of
course, the instructions given can never replace the expert knowledge for the medical application of

; lasers, the careful study of relevant literature, the personal experience gained under supervision and
Wil the critical assessment of the current situation.

But these instructions shall be a useful support for beginners and those not working regularly with
the laser.

Therefore, we recommend you to study current medical literature and to contact physicians in

private practices using such type of equipment in order to familiarize with the methods of laser
treatment before you start to treat patients yourself.

We would like to assist you in getting contact with other users. The responsible partner of Your
distributorwill readily inform you accordingly in detail.

Demands placed on the user

WARNING
The laser radiation of the device can cause thermal changes in the tissue structures.

Treatment may not be performed by anyone other than a practicing physician, or under
the responsibility of a practicing physician (referred to as user for simplification hereafter).

Active medical products may only be applied by users who are adequately qualified to do

so, based on their professional training background, expert knowledge and practical
experience.

Make sure you have understood the principles of laser-tissue interaction, the correlation
between the individual application parameters, the application techniques as well as the
basics of laser safety.

If you have the slightest doubt, consult one or more colleagues with practical experience
and/or application engineers of Your distributorbefore you start a laser treatment.

Users who want to use this device must have been sufficiently informed about the safe and efficient
operation of the laser equipment described in this manual before starting to operate it. Persons
employed with or authorized by Asclepion Laser Technologiesgive instructions that are based on this

manual. This is to be reported in the Medical Device Logbook. The Users must get instructions about
the following aspects:

operation and intended use of the device, practical exercises included,
operating principle and functionality of the device as well as energies used,
adjustments of all operating elements,

indications for the use of the device,

contraindications and side effects,

warning labels in all operating modes,

performance of functional tests.

Further training requirements vary in the different countries. The user takes responsibility for the
compliance of the training with all requirements of the applicable regional laws and regulations.
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6.2 General treatment information

CAUTION

the application of laser radiation on the skin can lead to thermal damages of tissue
structures - intentionally according to the indication or unintentionally.

The physician is responsible for the precise determination of the indication, the treatment
zone and the treatment parameters as well as for the correct positioning of the handpiece.
Also during the treatment the temperature of the cooling probe of the handpiece has to
be checked by hand as well as the adjusted Fluence at the display.

CAUTION

Due to the effect of the laser beam side effects, such as inflammation and slight oedemas,
may be observed in the treated area during the treatment. Blisters with subsequent
incrustation and temporary pigmentary changes are seldom. Persistent pigmentary
changes, scars and temporary urticarial changes are extremely seldom if the device has
been operated as intended and there is the compliance of the patient,

the degree of these side effects varies from patient to patient; normally it is very low.
Therefore, a test treatment must be performed in any case in a small area as described
below to minimize the side effects and to optimize the effect of the treatment
simultaneously.

It is important to bear in mind that the side effects can be stronger for the treatment of
larger areas than for the treatment of a smaller test area.

Besides, tfie patients get a better impression of the treatment procedure and can better decide for or
against a treatment before giving their consent.

Tip
In a pre-operation discussion, the patient should be informed about all risks that may be

caused by the laser treatment and the pre- and post-operative care. Moreover, the

patient should get all information about the mechanism of laser treatment, alternative
O procedures, the time required for the treatment, the prospects of successful treatment

and about the behavior after the laser treatment.

You are advised to report this conversation and to make the patient sign a special consent

form for this briefing. It is also recommended to take photos before and after the

treatment.

WARNING

The contact surface of the handpiece contacts the patient's skin during the treatment.
There is the risk of microorganisms being transferred.

The selected handpiece must be disinfected before each application and cleaned and
disinfected after each application session as described in chapter Cleaning and
disinfection.

CAUTION

Any absorbing contamination on the laser tip of the handpiece generates local overheat
and can cause increased side effects and defects at the handpiece!
Make sure that the laser tip of the handpiece remains also clean during the treatment!
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6.2.1 Interaction of laser beam and tissue

The goal especially for dermatological and aesthetic treatments is to remove the lesions to be treated
or the unwanted lesions without any side effects. The selective phototermolysis method introduced
by Anderson as a treatment concept in 1983 ensures an effective damage of the target and the
simultaneous protection of the skin surrounding it.

Therefore, the following aspects are to be observed for a successful treatment:

Absorption of the laser beam - wave length

The absorption of the laser beam must be higher in the target (e.g. the melanin in the hair or the
blood in the vessel) than the one in the surrounding skin mainly consisting of water. The higher the

absorption in the target the greater the heat generated: the lower the absorption in the surrounding
skin area, the lower the unwanted heating of the skin.

The wave length range of The Epi Lab device in the near infrared (IR) between SOOnm and 950nm
has a relatively high melanin and blood absorption. The wavelengths of the different handpieces are
optimal adjusted within this range to the individually planned indication.

However, you have also to consider the absorption of melanin in the epidermis of dark skin that is
generally not desired (apart from the treatment of benign pigmented lesions) and can produce side
effects like stronger bad sensation, hyper- or hypo-pigmentation. Therefore, the Rubin and the
Alexandrit lasers having wave lengths of 694nm and 755nm, respectively, are less suited for treating

dark skin types due to their relatively high melanin absorption. The wave length range of The Epi
Lab ISconsiderably better suited.

Figure 25; Absorption coefficients depending on the wavelength of the laser beam

Spot size

The spot size must be so large that the target locateci some millimeters beneath the surface of the
skin (e.g. a hair root or vessel) is reached with a sufficiently high energy density (FLUENCE). This
requirement is met by The Epi Lab laser device.

It must be principally ensured that a larger spot heats a larger volume in the skin. Therefore, the
required fluence is lower for larger spots.
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Pube duration

The pulse duration of the laser should be shorter 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 gives off 50% of the heat to the environment.

Thin structures (hair, vessels) give off the heat much more rapidly than thick structures. To achieve
the desired temperature in thin targets it is necessary to deliver the required energy as quick as
possible. If the pulse is too long, the heat loss into the surrounding skin must be compensated by a
higher fluence, which causes by tendency more side effects.

Thermal Relaxation Time Thermal Relaxation Time

Figure 26. Thermal Relaxation Time and pulse duration of the laser beam

Target Diameter Therm. Relaxation time
Ectatic vessels 10 pm - 50 pm 50 psec - 1 msec

100 pm 5 msec

300 pm 45 msec

500 pm 125 msec

1mm (500 msec)
Hair bulge ca. 300 pm ca. 45 msec
Melanosomen ca. 0.5- 1 pm ca. 0.05 psec

rigure 27; Thermal relaxation time for different target diameters (examples)

However, for an effective treatment the required fluence and spot size are defined first. Only
afterwards the shortest possible pulse is set for thin structures and light skin.

For dark skin it is important to consider that the melanin in the epidermis shall not be healed, i.e., a
long pulse duration should be selected - no problem for thick structures.

A compromise must be made when treating thin hair/vessels of patients with dark skin. The pulse to
be selected is longer than for light skin and thin target but shorter than for dark skin and thicker
structures. This decision is acceptable because the development of heat of thin targets is

considerably lower than of thick targets. Moreover, The Epi Lab ensures an effective cooling of the
epidermis (see below).

The epidermis can be protected additionally by the pulse interruption (double pulse). In BASIC mode
the double pulse is always emitted, in the PROFESSIONAI mode it can be activated on the display.
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Cooling fhe epidetrnis

To avo'd unwanted side-effects, the effective cooling of the epidermis is necessary (particularly

important for dark skin types because of their melanin absorption).

The skin cooling system of The Epi Lab is integrated in the handpiece. The contact of the epidermis
with the cold metal probe is extremely effective due to the high thermal conductivity (8 times better
than a sapphire-based cooling mechanism). Moreover, the cooling temperature of the skin cooling

system is automatically controlled at any point of time.

6.2.2 Classification of skin types

Skin type

| extremely fair skin, blond or red hair,
{'Irish’ skin type] freckles, blue or green eyes
I fair skin, blond hair, freckles
(frequent m Central Europe) blue or green eyes

" light brown or brown hair,

brown eyes

\Vi light brown skin, dark or
(Mediterranean type) black hair, brown eyes

\Y,

(some Indians, dark skin, black hair, dark eyes
South Americans)

Vi very dark or black skin, black hair,

(some African, Indians) black eyes

Figure 28 Classification of skin types accoraing to Fitzpatrick

6.2.3 Overview on zones sensitive to pain

Face

-1 4bryr

cwn HWF

Figure 29; Face zones sensitive to pain
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sometimes sunburn
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very fast tanning
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Body
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Figure 30: Body zone sensitive to pain
6,2.4 Application parameters

The energy density (FLUENCE) is the crucial parameter for the treatment with pulsed lasers like The
Epi Lab, It is to set directly on the display. The higher the fluence the more efficient the treatment -

but stronger side effects are possible. Therefore, test treatments are to be performed if the fluence is
increased.

The mathematical relationships are as follows;

Energy density [Joule/crn”] = energy [ J] / spot-area [cm”](energy density = Fluence)

Power [Watt] = energy [ J] / pulse duration [sec]
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The spot size used (depending on the handpiece) is automatically considered by the device.
As described above, smaller spots require a larger fluence.

The pulse duration can be set in the Professional, Vascular and Burst modes according to the
explanation given above, shorter (with sufficient fluence) for thin hair and vessels as well as for
pigmented lesions and longer for protecting dark skin. Pauses between the pulse-parts (double
pulse, Burst) are also a more gentle treatment for the melanin in the epidermis.

The Basic and Professional modes are intended to be used for epilation. The Vascular mode is
provided for vascular treatments and benign pigmented lesions (with the small spot of the VAS
handprece). The Burst mode can be used for vascular treatments, too.

The Smooth Pulse mode can also be used for the epilation of larger areas. Contrary to all the other
treatments, in this mode the handpiece with the set pulse sequence (speed) and low fluence is

moved rapidly over the area to be treated. However, several passes are required to be able to see a
perifollicular erythema.

To ensure sufficient cooling of the epidermis, the handpiece is always drawn towards the cold metal
probe in all treatments (apart from pigmented lesions) so that the lasen”julse always reaches the pre-

cooled skin. The only exception is the treatment of pigmented lesions because the melanin in the
epidermis shall be destroyed.

The set pulse sequence (speed) in Hz (pulse per second) determines the treatment speed and does
not influence the effect of the treatment. In sensitive areas a reduction can be less painful.
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6.3 Typical indications - overview
. epilation
L vascular treatments

. benign pigmented lesions

The following sections contain treatment instructions for the individual indications.

6.4 Epilation

The removal of unwanted hair growth is undoubtedly one of the oldest cosmetic treatments
performed by men. Over the past years, it has experienced greatly increased popularity. The
methods range from regularly repeated shavings to a more lasting, though very painful wax
epilation, to extremely time-consuming hair removal by means of electrolysis needles, which on the
other hand can yield a rather lasting success.

Each of these methods, and, naturally, also laser epilation which is comparatively more pleasant,
aims to remove hair with a maximum lasting effect.

6.4.1 The target: anatomy of hair

As everybody knows from one's own experience, lasting removal of hair cannot be achieved by

simply plucking out unwanted hair. It will grow again. This means that the structures responsible for
hair growth have to be destroyed, too.

Today researchers are virtually unanimous that the so called hair bulge with the germinative cells
around it (matrix cells, melanin) and the papilla contribute to the hair growth. Therefore, they must
be destroyed or at least impaired in their action for this reason.

MATRIX
CELLS

\eULCE

mPAPILLA

Figure 31 Anatomy of the hair follicle

Depending on the body part, the hair's roots may be located down to 5 mm beneath the skin

surface. Therefore, the laser spot should be as large as possible to ensure a depth effectiveness of
laser radiation.

A clinical study performed with The Epi Lab device showed that a spot size of 1.1 cm” is sufficient to
treat hair on the legs effectively. A further enlargement of the spot did not achieve better results.
The smaller spot size of 0.5 cm” led to a lower effectiveness of ca. 10%.

A point to bear in mind is that, for example at the upper lip, the hair root is not located very deep in
the skin and therefore a smaller spot size can be absolutely effective and useful. The use of smaller
spots is recommended particularly for finer hair because shorter pulses can be set with the smaller
spot.
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6.4,2 The phases of hair growth

In the eiTibryonic state hair is already growing - but it is very tine up to infancy. This lanugo does
not have a papilla yet, grows from the lower epidermis and successively migrates into the dermis.

Later on, terminal hair with papilla forms under the influence of hormones. The number of hair is
dependent on genetics. From this point on, the human hair is subject to repeating growth cycles
which may extend from some months to some years (depending on the body region).

The active growth phase is termed anagen, whereas telogen is the phase of resting. To achieve
efficient laser treatment, the transition phase to re-growth appears to be particularly suitable.

Anacjrrn Cninnen Telogen

Eptdermi?
Infendibulum
Setxjceous gtond
M offectof pi
Harr shafi

> Malmn cell?

7 Coplitory

e, fc<)iculai papilla

Figure 32: Hair growth cycle

In humans, the phases of different hair are not synchronized, i.e., different hair is in different phases. In a
certain area only a specific percentage of hair reacts on the laser treatment. Therefore, a series of laser
sessions IS always necessary.

The shorter the telogen phase compared to the anagen phase the more rapid is the growth of the hair in
a specific area. That's why it is necessary to shave the beard area more often than other parts of the
body. Consequently, the interval between the subsequent laser treatments must be shorter, too.
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Depth of

Telogen Anagen Follicle no. Total Growth
terminal duration duration per cmT follicle per day
anagen follicle number
HEAD 1 Million
Upper lip 1'2.5 mm 6 weeks 4 months 500
Chin - beard 2-1 mm 10 weeks 1 year 500 0.38 mm
Cheeks 2-4 mm 880 0.32 mm
Eye brows 2-2.5 mm 3 months 4-8 weeks 0.16 mm
Ear 3 months 4-8 weeks
Head hair 3-5 mm 3-4 months 2-6 years 350 n.35 mm
BODY
Armpits 3.5-4.5 mm 3 months 4 months 65 0.3 mm
Legs 2 5-4 mm b months 4 months 60 370 000 0.21 mm
°ubic region ~.b-5 mm 3 months 4 months 70
Arms 4 months 3 months 8u 220 000 0.J mm
Breast 3-~ 5 mm 65 0.35 mm
Torso 2-4.5 mm 70 425 000 0.3 mm

Figure 33‘ Hdir growth (extract from Richards-Meharg Table)

6.4.3 Selection of patients

Application of laser has been shown to achieve an extended delay in hair growth both in women
and men.

Laser epilation of dark hair is particularly effective because dark hair has higher melanin content.
Light hair typically requires higher energy densities that are tolerated because of the normally lighter
skin. However, the success of treatment cannot be predicted in each particular case. Surprisingly
good results have even been observed with fair hair. On the other hand, there are negative
exceptions of particularly resistant dark hair.

Very fair hair, reMclish hair (contain phaeomelanin) and grey hair react very poorly or not at all to a
laser treatment. The same applies for very thin hair.

Before treating women with a very strong hair growth, the hormonal status should be controlled.

The hormonal status of transsexual men (man to woman) should also be controlled before starting a
treatment.

A complete hair removal cannot be achieved, normally fine light hair cannot be removed. It is
important to inform the patients about these facts!
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6.4,4 Contraindications

For contraindications please see chapter Intended tVse (besides for leg veins).

CAUTION

Patients with tanned skin - especially fresh tanned - can develop more intensive side
effects, particularly subsequent pigment changes. They should postpone the laser
epilation!

Tattoos in the treatment area cause stronger side effects, too. Moreover, the color will be
partly removed. Therefore, tattoos should not be treated.

A delay of 4-6 weeks is also recommended when other epilating procedures, such as waxing or
plucking, have been used because the target chromophore, the 'target' is not available any longer
and therefore the laser treatment does not have an effect.

6.4.5 Possible side effects

All side effects are less significant for light skin and light hair and become more intensive for darker,
thicker and dense hair and for darker skin and, of course, in case of too high fluence for the
individual case (test treatment!).

Therefore, the start values for test treatments are to be selected lower the darker the skin (and
normally also the hair color).

During the treatment the patients have a pricking feeling connected with heat.

After the treatment a slight, perifollicular erythema can be seen. If the hair is dark and thick the
formation of a perifollicular oedema is also possible. These effects are normal and last for a period of
between few hours and 2 days.

If the device is used as intended and there is the compliance of the patient blisters, crusts as well as
pigment changes seldom develop (light protection!) Normally, blisters and crust heal without any
consequences within about one week. Pigment changes can be observed for some months.
Persistent pigment changes and scars are very seldom.

In rare cases dark hair can decolor and then it cannot be removed by the laser/light due to the
missing absorption. It is also very seldom that a paradox hair growth, i.e. stimulation of hair growth
at the border of the treated area, is observed.

6.4.6 Preparing laser epilation

As a compulsory pre-condition, the area to be treated must be absolutely shaved and cleaned.
Remove also deodorants or other cosmetic products.

Before treating the upper lip a moistened piece of gauze or the like should be placed between upper
lip and teeth, in order to intercept the small part of the laser radiation, which can oass through the
upper lip, and to avoid the heating-up of the teeth (can be possibly painful).

To document the treatment success photos should be taken.

Normally, anesthesia is not required because the laser epilation with The Epi Lab causes relatively
little pain thanks to the precooling with the cold metal probe of the handpiece. For sensitive body
areas or very extensive treatment areas, a topical anesthetic, for example EMLA, can be applied
depending on the pain tolerance and the application technique (skin cooling!).

A colorless ultrasound gel optimizes the laser beam coupling into the skin to reduce the reflectance
and scattering of the laser beam. Thus, a higher efficiency is reached.

The application technique used for the test treatment is also to be used for the later real treatment.

A thin layer of clear ultrasonic gel is to be applied on the area to be treated. This also reduces the
levels of emerging smoke/smell.
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6,4.7 Test treatment

If the patient decides in favor of a laser epilation after getting the information from the physician, a
test treatment should always be performed in the area that is to be treated later. The patients'
individual skin reaction and pain sensitivity can vary.

The darker the patient's skin the lower the start fluence and the longer the pulse duration to be
selected in Professional mode, (including double pulse). The latter is not a problem for thicker hair.
For thin hair the pulse must not be as long so that the efficiency of the treatment can be ensured.
Due to the low absorption 'mass’ the side effects are normally lower for thin hair.

The application technique used for the test treatment is also to be used for the later real treatment.
For doing this, at least 4-6 test spots of the test FLUENCE in Basic or Professional mode are to set as
a quadrate, because a single spot car. cause fewer reactions (better cooling by the surrounding
tissue). With Smooth Pulse mode an area of 10 x IOcm” is treated.

WARNING
Laser radiation can cause serious eye injuries.

Everyone present in the laser room during a treatment session must wear laser safety
goggles including eye protection for the patient according to the instructions given in
drapter ') Technical DalaS

The set rluence as well as the temperature of the skin cooling probe must be controlled
before and during the treatment!

The Epi Lab is switched to the RTADYmode with the desired FLUENCE.

At the start of the operation, the cold probe of the handpiece is shortly placed on the first point to
be treated. Then, the handpiece is moved by the spot size so that the laser tip comes to the pre-
coolcd area. Afterwards, the laser emission is started by pressing the foot switch and the handpiece
is further moved by the spot in the cycle of the set SPEED in direction to the skin cooling probe.

Practically, the handpiece should be kept in contact with the skin and should not always be put on
anew. Due to the ultrasound gel the point can easily be seen at which the spot must be placed for
the next line, A slight overlapping is necessary so that no hair line is left out because the cooling
probe, wfiich marks the track in the ultrasound gel, is a little bit larger than the active laser spot.

Only if a skin reaction cannot be seen after 10 minutes the energy density (FLUENCE) can be
increased graduaiiy-ftest on a new area).

In the SmoothPulsc mode - contrary to the procedure described above - an area of 10xIOcm” is
pre-cooled and than the handpiece is moved rapidly (ca. 10 cm per second) over an area of about
10 X 10 enP in the cycle of the set speed. In doing so the handpiece has to be held in a way, that
the laser spot moves over the pre-cooled line and the cold probe pre-cools the next line
simultaneously. The handpiece can be moved than in a circle or serpentine pattern back and foth.
Several passes must be performed.

Make sure that the cold probe of the skin cooling is kept in contact with the skin during the
treatment to guarantee the pre-cooling of the epidermis.

It is advantageous for epilation to apply a slight pressure by the handpiece onto the skin. Thus, the
distance to the hair root is reduced and the effectiveness of the treatment is increased.

If the area is completely lasered, the device must be switched to the STANDBY mode.

6.4.8 Treatment

Once the treatment area has been prepared, the area can be marked by using a white pencil (e.g.
Kajal). This ensures that the treatment area will be lased evenly.
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The FLUENCt that was well tolerated in the test treatment is to be set in the real operation. Then,
the area is scanned as described above and the handpiece is always moved towards the skin cooling.

In the SmoothPulse mode, the number of passes must be increased step by step.

The simplest method to keep the tip also clean during the treatment is the use of a slightly
moistened cloth after having lased one line. But if a crack can be heard when treating dark, dense
hair, one hair rest is mostly on the tip. The tip must be cleaned immediately. If the laser treatment is
continued nevertheless, the hair will burn in and can possibly not be removed by wiping it off.

CAUTION

Dirt settling on the contact surface of the laser tip may burn in when exposed to laser
radiation and cause side effects such as reddening, possibly blistering, incrustation, seldom
scars!

Ensure that all accessible optical surfaces are not damaged and remain clean during the
treatment.

If large areas need to be lased, the skin surface should preferably be treated in longitudinal direction
(apart from the SmoothPuhe mode) in order to keep effects of physical pain building up at a
minimum ievel ~particularly for dark, thick and dense hair (use EMLA if necessary).

Once the area is completed, the laser must be switched to STANDBY mode,

6.4.9 Post-op treatment

immeriiately after completion of lasing, the skin should be cooled over an extended period,
particularly for dark hair and dark skin. Continuous cooling can considerably reduce the side effects!
This can easily be done with CoolPacks which the patient can apply as appropriate.

An anti inflammatory ointment may be applied following sufficient cooling of the skin. In the event

of overtreatment, a topical antibiotic is indicated and the monitoring of healing is absolutely
necessary.

CAUTION

If the treated area is exposed to sun and solar radiation after the treatment, stronger side
effects can develop, pigmentary changes in particular.

Therefore, such a radiation should be avoided tor a period of 6 weeks or a sun protection
cream with a protection factor not below 20 should be used at least.

The lased area should not be traumatized either for 2 to 3 days.

Exfoliation can be supported by using a lotion. Patients should be informed that up to two days after
treatment the openings of hair follicles may secrete tissue liquid. Possibly resulting crusting should be
removed by normal washing and application of skin lotions.

6.4,10 Follow-up treatment procedures

The decision about further treatment procedures should consider the patient's individual skin
reaction and his/her personal interests, and the energy densities should be selected to be optimally
suited for the given purpose.

The patients are to be informed that in some cases - particularly for thick hair - it takes two weeks
that the hair is pushed out.

If the flucnce of the last session was well tolerated, it can be increased gradually in the follow-up
treatments. This increase is also recommended because the hair becomes less and less dense and
thinner. Consequently, a higher fluence is required and normally well tolerated.
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The number of required treatments depends on several factors:

. genetic diposition
. hormonal status
. the body region to be treated
(different number of hair in the anagen phase, see Extract from Richards-Mehharg table)
. hair and skin type
. result desired by the patient (often, remaining fine hair are accepted)
. interval between thetreatments.

To achieve a satisfactory result, four to seven treatment sessions may be necessary on average.

Especially for the beard area and for people with very strong hair growth the number of sessions
required is even higher.

The same goes for men with back or breast hair that grew only shortly ago, Then, it often seems
that the laser treatment does not have any effect but with no treatment the hair growth would have

been stronger. In this case it is helpful to ask the patient about the father's or uncle's hair growth at
this age

The intervals between the sessions should not be too short (4-6 weeks; in case no hair regenerated

the time Interval can be longer) in order to allow as much hair as possible to change from the rest to
the anagen phase.

in general, the interval for treating the beard area should be shorter (ca. 4 weeks) and for treating
the other areas longer (ca. 6 weeks) as explained in chapter 6.4.2.
Normally, the interval is selected longer after several sessions because less hair is growing anew.

However, if a strong growth should have begun after the laser treatment, it is advisable to repeat
the treatment in short time intervals because then very much hair is in the anagen phase and shows
a good reaction to the treatment

Tor patients with normal hair growth the achieved result can be stable for several years. For patients
with genetically caused strong hair growth, typical for people of southern countries, it is to be
expected that a follow-up treatment is necessary every year but with a low number of sessions.

6.4.11 Expected Treatment Outcome

Expected Treatment Outcome for Hair Removal

Fitzpatrick Hair Color Fluence Anatomic  Spot Size & Average Effectiveness
skin type Jlem’] area of the Pulse Du- Number of (% of hair remov-
body” ration’ Treatments' allregrowth)

% of hair regrowth

Liaht b Lower or 8-14 mm 67% with 8mrn
'ght brown 33 - 44 2 X60 4-7 _
to brown upper legs 54% with 12 mm
msec
55% with 14mm
Mil % of hair regrowth
11% + 9% black hair
i Lower or
Fair, brown 44 8 mm 1-3 26% + 22% brown
to black upper legs

hair

31 % + 28% fair hair

1590 99 015 VI - June 24, 2013

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



Fitzpatrick Hair Color

skin type
Light brown
-1V to black
Light to dark
brown
V-V Dark brown

to black hair

Fluence
[J/em*]

35

25 -35

10 - 36

Anatomic
area of the
body

Upper lip

Face, axil-
la, bikini

Plethora of
body loca-
tions

Spot Size &
Pulse Du-
ration’
12 mm
2 X45
msec
12 mm
50 msec

12 mm

Average
Number of
Treatments’

4-7

4-7

oatients may respond quicker or slower than the average number of treatments.

One cannot expect long term epilation in a single or even double treatment session. The duration of the resting pe-
riod for hair follicles also depends on the body area.

Reference:

Effectiveness
(% of hair remov-
al/regrowth)

49% hair reduction

70 % hair removal

% of hair reduction
26% after 1treat-
ment
47% after 2 treat-
ments
64% after 3 treat-
ments

'individual response depends on hair type as well as biological factors that may affect hair growth patterns. Some

W. Baumler, PhD; K. Scherer, MD; C. Abels, MD, S Neff, MD, M. Landthaler, MD and R.-M.
Szcimics, MD. The Fffect of Different Spot Sizes on the Efficacy of Hair Removal Using a Long-

Pulsed Diode Laser.

Dermatolog Surg 2002; 28: 118-121

E J Fiskerstrand, MD, PhD; L.O. Svaasand, PhD; J.S. Nelson, MD, PhD. Hair Removal with Long
Pulsed Diode Lasers: A Comparison Between Two Systems With Different Pulse Structures. Lasers In
Surgery and Medicine 32: 399-404 (2003)

N.S. Sadick, MD, FACP, FAACS; V.C. Prieto, MD, PhD. The Use of a New Diode Laser for Hair
Removal, Dermatol Surg 2003, 29: 30-34

Albert J. Nemeth MD, FAAD, FASLMS, FASDS, FISHRS, Impressive Laser Hair Removal with an 810
nm Powerpulsed Diode Laser: Safety and Efficacy. Presentation EADV 2004

1T~
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6,5 Vascular treatment

A smaller spot adjusted to the vessels (optional handpiece) is used for the laser treatment of
tclanffiectasias.

Ttie laser treatment of superficial dilated vessels, particularly in the face but also in other locations,
has been performed very successfully for more than 20 years - especially by using laser devices that
emit light in the yellow and green ranges (argon, dye, KTP and copper bromide lasers).

These lasers are very well suited for the coagulation of very small vessels because their wavelength is
absorbed very strongly by blood but very slightly by the water of the surrounding skin (see
absorption curve). The selective photothermolysis method ensures an effective damage of the blood
vessel and the simultaneous protection of the skin surrounding it. The penetration depth of this laser
radiation is sufficient for very small vessels

Due to the deeper penetration of laser light, lasers having wavelengths in the infrared range - like
the diode laser The Epi Lab - are better suited for vessels with a larger diameter, for example for
typical leg veins that are mostly larger and located deeper under the skin surface, and for
hemangioma. The lower water absorption compared to the Nd:YAG laser (1064nm) is advantageous
because normally fewer side effects develop.

Recent reports describe the successful treatment of port wine stains by using lasers in the near
infrared range, which did not react well on the treatment with lasers in the green and yellow ranges
before.

The relatively large spot diameter (that is possible due to the high power of The Epi Lab device)

plays also an important role here: the penetration effectiveness of the laser radiation is the higher
the larger the spot.

Leg vein telangiectasia are still a frequently asked cosmetic problem. The method of choice is
sclerosing. The effectiveness of this therapy has been shown for decades. However, many patients
Orefer a laser treatment.

Generally, the success rate of the laser treatment of leg veins is lower than the one for treating, for
example, teleangiectasias in the face because they are under hydrostatic pressure and vary
considerably in their diameter and oxygen saturation. The success rate that can be achieved is about
70%.

The absorption of laser light in melanin in dark-skinned patients is less for the wavelength of The Epi
Lab than tor lasers operating in the green-yellow range (see absorption curve). To minimize
undesired side effects it must nevertheless be considered during the treatment by a sufficient cooling
of the skia.surface.

Apart from the wavelength, the energy density (FLUENCE) and the exposure time of the laser
radiation”pulse duration) are the crucial parameters for a successful treatment. The fluence must be
selected so that on the one hand the vessel will be closed and on the other hand undesired side
effects are not caused (therapeutic window).

The pulse duration should be similar or shorter than the thermal relaxation time of the vessel (this is
the time the target needs to emit 50% of the heat produced by the absorption) to follow the
treatment concept of selective photo-thermolysis mentioned above. If the pulse duration is too long,
the skin surrounding the vessel will be heated up more, the effectiveness will be reduced and the risk
of side effects will increase.

6.5.1 Selection of patients

Patients with skin type Ito Ill who are not tanned in the area to be treated can be treated with the
following restrictions.

The Epi Lab is best suited for treating dilated vessels having a diameter of about 0,5. to 2 mm. The
treatment of hemangiomas is also possible.
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Leg veins can be differcnlialed into red and blue ones. The red vessels are smaller, more superficial
and exhibit higher oxygen saturation (dilatations of the arterial loop of the capillaries).

The blue ones arc a dilatation of the venous capillaries with a lower flow speed. The larger vessels
show a better reaction to the treatment than the smaller ones by means of this laser.

Before treating leg veins a varicosis, particularly of the lateral branch veins, is to be excluded, e.g. by
Doppler sonography, or it is to be surgically treated or sclerosed.

Reticular varices should only be treated by laser if they occur solitarily or without connection to the
depth

Reticular varices should only be treated by laser if they are identified as solitary varices or if they do
not go deeply.

6.5.2 Contraindications
on' For contraindications including those for leg veins please see chapter /ntendeefiJse.
CAUTION

The higher fluence required for the treatment of dilated vessels and the stronger
absorption due to the size of the vessel diameter cause more intensive side effects (e.g.
compared to hair removal), subsequent pigmentary changes in particular.

Therefore, patients with skin type IV, V or VI must not be treated at all and tanned areas
(postpone the treatment).

Useful information

Heavy smoking and/or overweight may adversely affect the efficacy of the treatment.

6.5.3 Possible side effects

The higher fluence required for the treatment of dilated vessels and the stronger absorption due to
the size of the vessel diameter can cause more intensive side effects (e.g. compared to hair removal).
Therefore, sufficient cooling of the skin as described in the following is absolutely necessary and
more important than for hair removal treatments.

All side effects are less strong for patients with light skin and thinner vessels and become stronger
the thicker the vessel and the darker the skin and, of course, if the fluence used is too high for the
individual case (test treatment!).

Therefore, the start values for the test treatment of skin type Ill must be lower (darker skin types
must not be treated).

During the treatment the patients fiave a pricking feeling connected with heat. It can even be a
feeling of burning in case of thicker vessels.

After the treatment an erythema can be seen in the course of the vessels. If the vessels are thicker
the formation of an oedema along the vessels is also possible. These effects are normal and last for a
period of between few hours and 2 days. Blisters, incrustation and temporary pigmentary changes
develop sometimes, but more often compared to epilation (light protection!).

Normally, blisters and incrustation heal without any negative consequences during about one week.
Pigmentary changes can last for a period of up to some months.

Persistent pigmentary changes and scars are extremely seldom if the device has been operated as
intended and if the treatment has been individually adjusted to the patient.
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654 Preparing the laser treatment

As a compulsory pre-condition, the area to be treated must be cleaned. Remove also cosmetic
products. The hair, if existing, must be carefully removed.

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

The treatment can cause pain, particularly for thicker vessels. However, anesthesia is normally not
necessary if the area is sufficiently cooled before and after the treatment. The use of topical
anesthetics, such as EMLA, does not reduce the sensation of pain.

A thin layer of a transparent, colorless ultrasound gel is to be applied onto the treatment area.

Cold cool packs (from the fridge, not frozen!) are to laid out.

6.5.5 Test treatment

If the patient decides in favor of a laser treatment after getting the information from the physician, a
test treatment should be performed afterwards in any case.

Due the high number of different vessel diameters the practically optimum fluence can only be

found empirically by treating test areas and must be defined anew for each area that has another
vessel diameter (color/structure change).

CAUTION

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

Therefore, a sufficient cooling before and after the treatment is very important to
minimize the side effects!

After preparing the treatment area, the test area to be treated is prc-cooled during some seconds by
using a cool pack (ca. 4-8°C). Afterwards the cooling probe of the handpiece is moved backwards
and forwards in longitudinal direction over the vessel to be treated without an active laser.

The test fluence for skin type Ml must be set lower than for light skin, the pulse duration as short as
possible for the set fluence for smaller vessels and longer for larger vessels and skin type Ill. The
treatment speed principally used at the beginning is set to 0.5 Hz (SPEED). This setting allows to
assess the situation after only one pulse because it is possible to deactivate the foot switch after one

pulse. N
Moreover, the lower the treatment speed the longer the pre-cooling time for the next area to be
treated. r

WARNING

Laser radiation can cause serious damage to the eye.

Everyone present in the laser room during a treatment session must wear laser safety
goggles according to the instructions given in chapter Technical Data\

The set fluence must be controlled before and during the treatment!

The Epi Lab is switched to the READYmoAt with the desired fluence.
Tip
Contrary to epilation treatments, pressure is NOT applied by the handpiece. .

It is recommended to keep a distance of about 1mm beween laser probe and skin. At the

same time the cold probe of the skin cooling has to be in contact to the skin (please tilt
the handpiece a little bit).
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2-3 pulses are applied to the area to be tested; the laser tip is moved towards the skin cooling.
Afterwards, the area treated is assessed.

If the vessel has faded (more typical for smaller vessels) or becomes darker (more typical for larger
vessels) the fluence will be kept and spot by spot is placed along the vessel.

Immediately after the laser treatment, the cooling probe is used to post-cool the area for some
seconds.

If a reaction cannot be observed, wait some minutes to see if an inflammation reaction develops. In
this time it is also possible to test another vessel size in the same procedure.

The larger the vessel the lower the fluence required normally.

If even after waiting a reaction cannot be seen, the NEW (!) test area is again pre-cooled by using
the cooling probe and then it is lasered in an overlapping manner or the same area twice before the

fluence is increased. If required. The risk of side effects is less in case of overlapping than for a too
high fluence’

It is important that the test areas are pre- and postcoolcd again and again by the cooling probe.

After the treatment the laser is to be switched to the STANDBYmode.

By performing a test treatment it is also possible to assess the risk of pigment changes, curing and
the risk of subsequent scaring.

Moreover, the patient can get an impression about the way in which the lesion will be treated.

6.5.6 Treatment procedure

The handpiece with integrated skin cooling is placed onto the skin so that the area to be treated first
(already precoolcd by using the cool packs) is again cooled by the metal probe. The handling is very
easy, because the skin cooling system is adapted to the laser handpiece.

The first area to be treated is pre-cooled for some seconds by using, for example, cool packs. Then,
the first vessel is pre-cooled by the cooling probe as described above.

The first area is lasered with the parameters defined during the test (possibly different for different
vessels) and then the probe is used for post-cooling the treated vessel.

If one area has been completely treated, a cool pack is applied for post-cooling. Then, the next area
is treated in the same way.

It must be ensured that the probe is always kept in contact to the skin (without applying pressure)
and that the handpiece is always moved towards the cooling probe.

After the treatment the laser is to be switched to the STANDBY mode.

The total treated area is continuously cooled for at least 10 minutes.

Due to the consequent cooling this procedure leads to a reduced sensation of pain and to a
reduction of the side effects.

6.5.7 Post-treatment

After cooling the skin sufficiently, apply an anti-inflammatory ointment that should not be removed
before next day.

In case of over-treatment a topic antibiotic is indicated and it is absolutely necessary to control the
curing process.
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CAUTION

If the treated area is exposed to sun and solar radiation after the treatment, stronger side
effects can develop, pigmentary changes in particular.

Therefore, such a radiation should be avoided for a period of 6 weeks or a sun protection
cream with a protection factor not below 20 should be used at least.
The lased area should not be traumatized either for 2 to 3 days.

Moreover, the patients must do without extreme physical or vessel stress, such as jogging, sports in
the fithess studio, Finish baths, hot baths, etc. for a short time.

6.5.8 Follow-up treatments

If the vessels have not directly faded press your finger along the vessel and see whether blood is
flowing back or not to assess the results.

Depending on the result of the treatment, the individual skin reaction and the interests of the
patient, a further treatment with higher energy density can be scheduled, if required.

The interval between the sessions should not be shorter than 12 weeks, It is reported that even after

some months vessels disappear. Up to this time, some vessels can be darker than before (blood
coagulation). The oatients must be informed about these facts.

More than three treatments are not useful for leg veins. As mentioned a success rate of 70% can be

6.5,9

reached.

Study____

V. Tsepkolenko, S.
Khaustov, A. Burov
"Our experience in
vessels’ laser coagula-
tion"

Clinic of plastic and
aesthetic surgery
“VIRTUS"

Odessa, Ukraine
(translation from
Russian)

Wollina U, Konrad H,
Schmidt WD, Haroske
G, Astafeva LG,
Fassler D, Response
of spider leg veins to
pulsed diode laser
(810 nm): a clinical,
histological and remis-
sion spectroscopy
study.

J Cosmet Laser Ther
2003;5:154-62
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Expected Treatment Outcome

Methods

Objective:

efficacy of selective laser coagu-
lation in patients with blue veins
(up to 3mm)

Parameter:

MeDioStar (Asclepion, Germany),
avelength 810 nm, spot size 6
mm,

fluence 80-160 J/cm2

Patients;

106 patients with blue vessels up
to 3mm diameter

Patients of the period ol last 6
months

35 patients with spider leg veins,
2 treatments 2 weeks apart, 810
nm diode laser

12 mm spot size, 60 ms pulse
length , 80-100 J/cm” fluence
Skin biopsies

Remittance spectroscopy

Results

complete healing - 75% (79
patients).

significant improvement -
20% (21 patients),

moderate improvement - 4
% (4 patients), inconsidera-
ble improvement - 1% (1 pa-
tient).

Complete clearance after 1*
treatment with 15 of 35 pa-
tients, 20 of 35 remarkable
improvement; stable situation
after 6 month,

2 patients had mild scarring,
otherwise no side effects.
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6.6 Treatment of acne

Acne vulgaris is one of the most frequent diseases treated in dermatological practices. Mostly, the
treatment takes a long time and is partly connected with considerable side-effects.
Most of the young patients concerned suffer much from it.

In most of the cases it is a disease of the pilosebaceous follicles that are mainly located in the face,
on the back and on the chest. First, they generate non-inflammatory blackheads but in the later
stages a number of inflammatory efflorescences such as papules, pustules and nodules can also be
developed. Acne vulgaris or 'usual acne' is caused by an increased androgen influence in the puberty
and fades away until the beginning of the third life decade at the latest.

The infrared radiation of the EpiLab device penetrates - like necessary for hair removal - sufficiently
deep into the skin to reach the pilosebaceous follicles.

The treatment as well as contraindications, side effects and treatment procedure are identical to
epilation (see the corresponding chapters).

But unlike the epilation treatment, the acne treatment consists of 3-4 passes in direct succession and

then it is the best to continuously cool the skin with a cooling mask. Due to the inflammation the
treatment is painful.

3 to 5 treatments at one-week-intervals are required.

Acne inversa' is a disease of the skin appendage. It starts from the sebaceous glands and secondarily
affects the apocrine perspiratory glands. Men and women are equally affected. This disease often
starts during puberty but can also occur at any time later.

Predilection areas are especially axillas and the groin-pubic region, also spreading to the gluteal. The
back and belly are less frequently affected and seldom the zones typical for acne like the face.

At the areas affected, first nodular, solitary foci of inflammation develop and In the course of the
disease, they show recidivism and confluence to formations similar to carbuncles. Often, flat scar
plates with a thickness of centimeters are caused. They have cutaneous/subcutaneous fistulas that
can only be removed by an operation. The stress for the patient is not only caused by the

inflammatory pains, the motoric restrictions by scar formation, but also by the repeated fetid
infections.

The reasons for this disease may be a genetic disposition, its development in combination with other
diseases (M. Dowling-Degos), keatinization defects of the follicular ducts, seborrhea, a special

r bacterial colonization by propioni bacteria and staph. Aureusin, smoking and adiposity are also
responsible for the development of this disease.

According to the medical history, in some patients the development of the disease can be possibly
explained by an intensive hormone fluctuation (temporary secondary amenorrhea due to a
considerable loss in weight), but the disease does not stop at the end of this possible cause.

The therapeutic measures taken so far are the repeated antibiotic and antiseptic treatment, abscess
splitting as well as scar excision and defect coverage by means of split-skin graft. The disadvantages
of this procedure are the repeated development of recurrences, the repeated small- or large-area
surgical procedures, pain, the required bandage changes, the work time losses due to sick notes as
well as the psychological stress with possible subsequently limited social contacts.

An alternative therapy option is the laser treatment by using a diode laser such as the EpiLab. The
laser primary designed for epilation purposes penetrates deep under the skin surface and its effect is
due to the absorption of light most of all by pigments or similar light-sensitive structures. The hair
follicles are affected first. They are brought to involution due to the produced thermal damage after

' by courtesy of Dr. med. C. Pa«os Pereira. Dcrmatologe. Hurth-Hermuhiheim
published m DERMAforum, September 2003
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several treatment sessions. Porpyrhin-forming bacteria and fungi .that are considered local causes of
acne invcrsa are also destroyed in this procedure. After a normal epilation treatment, this effect
becomes obvious by a reduced smell development of the axillas.

The treatment of the affected areas is performed at 810 nm with 30-40 J/cm2. First, it is a single
treatment of the affected area. In the most favorable case, the treatment should be carried out in
the primary pustule or abscess stage without scar formation.

20 patients were treated within the last three years. Their diseases showed very different
development stages starting from the recessive abscess formation in the inguinal zone up to the

extended finding with partly considerable complications (repeated operations, condition after sepsis
with vertebral abscess formation).

All patients showed a positive reaction to the therapy. At best, new abscesses healed within few
days without requiring further antibiotic therapeutic measures. In case of Inflammation reactions that
have already existed for a longer period of time (longer than 6 months) the inflammation could heal
within 6 weeks. In case of extended scar abscess cavities, an antiseptic effect could be achieved but
a healing of the cavity not; recessive symptoms are to be expected here.

Patients who have not had extensive scars yet or areas not scared yet showed a good recessive
prophylaxis. In the longest period about three years, a complete freedom of recessive symptoms
could be observed after an abscess separation performed under general anesthetic once a month
before. As an additional finding the smell development was reduced.

Compared with earlier investigations it can be said that a further thcapeutic option for treating acne
invp-sa exists. It can be just used at the beginning of the development of the disease and go without
an operation in favorable cases.

For advanced disease cases, a significant improvement of the finding and the general condition of
the patients can be achieved. Here, primary radical operations with defect coverage are not required
and instead of this only minimum operations are necessary so that the disease can be better
tolerated by the patients.

Expected Treatment Outcome

Study Methods Results
Shah GK. Efficacy 2 patients with acne Patients had about 90% clearance one
of diode laser for keloidalis nuchae month after 4~ treatment. Papules de-
froafing acne 810 nm diode laser creased in number and reduced in size.
keloidalis npcbae. 100 ms pulse length No new lesions appeared after 6
Indian J Dermatol 23-26 J/cm” fluence months. No side effects.

D Venereol Leprol
200571:31-7
Passos Pereira C. 20 patients over 3 years, Regression of fresh inflammations within
Minimaleingriff er  Treatment analog epilation few days, of scary inflammation in 6
setzt radikale Ope- Minimum side effects weeks

ration. Dermaforum
2003; Nr. 9, S. 22
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6.7 Skin rejuvenation

Generally, the term skin rejuvenation is understood as an improvement of the skin structure (lifting,

reduction of the pore size), clearance of pigmentations and reduction of small wrinkles so that the
overall appearance is rejuvenated.

Also here, the treatment, contraindications, side effects and treatment procedure are similar to
epilation procedures, (See the corresponding chapters.)

Three treatments at 4 weeks intervals are to be performed.

But unlike the epilation treatment, the treatment consists of B passes in direct succession and then it
is the best to continuously cool the skin with a cooling mask.
3 treatments at one-month-intcrvals are required.

if, however, age spots shall be brightened (diagnosis must be absolutely reliable to exclude
cancerous and precancerous lesions!) a small spot size at a distance of abbut 1 mm from the skin is
to be used for the treatment. After the treatments the lentigines become darker first!

Make sure to inform your patients accordingly.

Lecture given by Sue McCoy, M.D. about Joint Laser Conference in Edinburgh, 2004

Translation from English:

Treatment of lengitines with a diode laser at 808nm
S McCoy; Laser, Skin & Vein Clinic, North Adelaide, South Australia

Background

Lentigines arc common benign epidermal skin lesions which occur predominantly on sun-exposed
areas of individuals with fair (Fitzpatrick Types I-1ll) skin, increasing incidence with advancing age.
Histologically, solar lentigines exhibd elongation of the epidermal rete ridges and an increase in the
number of melanocytes and the amount of epidermal pigment.

Many different lasers have been used with a high degree of efficacy and low incidence of adverse
effects including Q-switched Nd:YAG, ruby and aexandrite, frequency-doubled long-pulsed
Nd:YAG, Erbium YAG, ultra-short pulsed CO, and others. This study evaluated treatment of

lentigines with a long-pulsed 808 nm diode laser which is in common clinical use for the purpose of
hair reduction.

Materials and method

Twelve healthy consenting female adults, age range 44 to 74 years, exhibiting numerous (at least
10) lentigines on the dorsum of the hands and/or the arms participated in this trial. A long pulsed
808 nm diode laser (The Epi Lab, Carl Zeiss Meditec, Jena, Germany) was used only in the 'Pro 2'
mode - single pulse without interval. Three patients were initially treated with a 12 mm spot. The
remaining 9 patients were treated with a 6 mm spot which allowed higher fluence with a shorter
pulse width. Treatment was carried out with a silicon spacer to hold the circular flat lens 1 mm from
the skin surface (in contrast to the recommended method of treatment for hair reduction which is
skin contact with clear gel coupling).

All patients were treated with energies commencing at 25 J/cm” and increasing in 5 J/cm®
increments until darkening of the lentigine within 5 minutes of treatment was observed. The
remainder of the lesions were treated at this fluence. One lentigo per patient located on the
posterior arm was treated at a pre-selected fluence and was biopsied immediately after the
treatment. A total of 12 biopsies were studied with 2 at each fluence from 25 an 50 JicmT At
follow-up 4 weeks later the estimated percentage disappearance of lentigines was recorded as O-
25%, 51-75% and 76-100%, Any adverse effects were noted.

Results

All patients showed 50% or greater reduction in lentigines at one month except one patient treated
with a 12mm spot and 30 J who showed only 25-50%. There was poor correlation between
clearance and fluence but strong correlation between clearance and color of the original lesions with
darker lesions showing greater clearance.
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There was no scarring at one month but some lesions showed residual erythema at this short post-
treatment interval. Histology consistently showed streaking of the nuclear chromatin of the
pigmented basal keratinocytes, clefting of a thin upper rim of the papillary dermal collagen. The
effects were more pronounced with the 6 mm than the 12 mrn spot.

Summary

A diode laser emitting 25 to 50 50 J/cm” at 808 nm is capable of inducing limited and focal necrosis
of solar tentigines in the forearm skin of Caucasian females with satisfactory clinical results.
Treatment is rapid and well tolerated. Results are more dependent on the color of the lentigino than
the flucnce of the laser. Operator judgement and experience is therefore important in obtaining

good results.

Study

Kilmer S, Chotzen
VA. McClaren M.
Use of the
LightSheer"" Di
ode Laser System
for the Treatment
of Benign Pig-
mented Lesions.
©2000 by
Urmenis Inc

Dr. Dai, Dr. Lai
"Clinical evaiua
tion of skin reju-
venation on
Chinese skin with
MeDioStar"
Taipei, Taiwan

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

Expected Treatment Outcome

Methods

24 patients with 69 pigmented
lesions, skin types |-V,

800 nm diode laser, 9x9mm
spot size

15-30 ms pulse length, (double
pulse)

30-40 J.tcm”" fluence in the be-
ginning (later up to 60 J/cm®)

Objective:

Evaluation of the effect of
MeDioStar treatments for skin
rejuvenation on Chinese skin

Parameter:

MeDioStar miXT, spot size
12mm

Wavelength 810 / 940nm,
Fluence 30 - AQJ.cr®
Pulse duration 300 - 400ms
3 passes, 1 treatment

Evaluation;

Objective measurement of skin
of 6 patients concerning:

Pore size, wrinkles, texture,
brown spots, by a special
camera (Canfield Visia Sys-
tem) with objective measure

1590 99 015 VI-June 24, 2013

Results

26% of patients had >75% improvement
after 1 treatment, 67%had <50% im-
provement.

One month after 2~ treatment 57% of
patients had >75% improvement, 32%
had <50% improvement.

Some patients had temporary side ef-
fects (pigmentation changes)

patient 1: (2 weeks after 1 treatment)
skin texture improvement: 54 to 85
pore size improvement 45 to 60
patient 2:

spot (pigment) improvement 24 to 39
patient 3: (immediately after 1st treat-
ment)

pore size improvement 32 to 51
wrinkle improvement 60 to 99

skin texture improvement 29 to 51
patient 4: (1 day after 1st treatment)
pore size improvement 3 to 13
patient 5: (15 days after 1 treatment)
pore size improvement (64 to 79)
patient 6: (6 days after 1st treatment)
wrinkle improvement 66 to 99
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Accessories

WARNING

The use of accessories not tested and released by the manufacturer for the use with this
laser device can cause severe damage to the eye or electrical shocks.

Only use accessories and cables provided by Asclepion Laser Tecbnologiesfor this device.

Important information

We strongly advise against the use of accessories made by other manufacturers. Even if an
official testing authority should have certified that a specific accessory unit could be used
safely, Asclepion Laser Technologies cannot assume any liability for yiese products.

On request, Asclepion Laser Technologies will readily send you an updated list of accessories.

58 1590 99 015 V1 - June 24, 2013

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



8 Cleaning, disinfection and sterilization

Important information

The following procedures for cleaning, disinfection and sterilization must be observed ab-
solutely to keep the device and accessories in best shape.Any deviation from the specified

procedures is prohibited and of course any opening of the device or handpieces - other-
wise any warrenty.expjres_.

8.1 General rules

Device

WARNING

The laser is operated with line voltage. There is the risk of an electrical shock!

Detach line power cable from the mains socket in order to break power supply to the
system before you proceed with work for cleaning and disinfection.

A Only outer system surfaces may be cleaned by the user. For cleaning and disinfection
solely damp wipes have to be used, e.g. Kodan® wipes. The cleaning or disinfection using
wet clothes or the spraying e.g. with disinfectants is prohibited.

Handpieces
WARNING
The contact surface of the handpiece contacts ttie patient's skin during the treatment.
There is the risk of microorganisms being transferred.
Flandpiece parts must be cleaned and disinfected immediately following use and before
application on a patient.

A If it should be necessary to clean the device during a treatment the device must be
switched to the STANDBY mode before starting cleaning works! Do not use alcohol or
isopropyl alcohol near the point of treatment because this causes risk of fire if the laser is
activated afterwards!

CAUTION
Dirt settling on an optical surface may burn in when exposed to laser radiation and cause
side effects such as reddening, possibly blistering, incrustation, seldom scars!
Ensure that all accessible optical surfaces are not damaged and clean after the cleaning
process and remain clean during the treatment.
The procedure instructions given in the following sections are to be followed.
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General procedure for cleaning and disinfecting the handpieces

Important information

You are prohibited from cleaning a handpiece with wet clothes or under running water or
from spraying e.g. with disinfectants. This may destroy the internal optics and electronics.
Solely moistened clothes have to be used - for disinfection e.g. Kodan wipes. (The parts
are damaged by strongly alkaline solutions!)

The handpieces cannot be sterilized.

Frequent cleaning and disinfection have low influence on the accessories. The color may
become lighter or changes but this does not affect the use.

The end of the product service life is normally determined by wear, tear and damage

caused by its use.

/

If the handpieces are not in use for a longer period they must be protected against

contamination.

INSTRUCTIONS

Workplace

Preparations for cleaning

Cleaning:
manual

Cleaning:
automatic

Disinfection

Sterilization

60

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

The workplace must be clean and disinfected.

The cleaning of the accessories should be performed as soon as
possible after their use. For this purpose they are to be removed
from the device.

Opening or dismantling of the handpieces is prohibited.

Equipment: microfiber wipe delivered by Asclepion or similar lens
cleaning tissues; disinfection wipes (e.g. Kodan®© wipes). When
using the wipes follow the manufacturer's instructions

1. Procedure for the body of the handpiece:
The accessible surfaces of the handpiece body are cleaned
by using a soft, slightly damp cloth or by the disinfection
wipe. The cloth must not be wet or even dripping.
You can use neutral cleaning agent for stubborn dirt.

2. Procedure for optical surfaces;
The accessible optical surfaces must be absolutely clean and
lint-free. Clean them only, if this is not the case.
For doing this, first the surface is breathed on and then
cleaned with a microfiber (as indicated above).

For persistent dirt disinfection wipes have to be used.
The optical surface must not get scratches and afterwards it
must be lint-free and free of streaks.

not possible
The accessible outer surfaces are to be disinfected by means of a
disinfection wipe (e.g. Kodan cloth). The optical surface must not

get scratches and afterwards it must be lint-free and free of
streaks

not possible, not required
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INSTRUCTIONS

Storage and transport The parts must be stored in a clean condition and protected
against contamination. Ensure that the parameters of the
correspondingly admissible ambient conditions indicated in
chapter Technical Data d.rc given.

The manufacturer has validated that the above instructions are SUITED for preparing the accessory
parts for their reuse.

WARNING

The contact surface of the handpiece contacts the patient's skin during the treatment.
There is the risk of microorganisms being transferred.

The person who cares about cleaning has all the responsibility that the actually performed
cleaning and disinfecting works by means of the equipment and materials and with the
staff involved achieve the desired results.

To guarantee this, validations and routine monitoring of the procedures are normally required. The
effect and adverse consequences of each deviation from the instructions given should also be
evaluated.

8.3 Special procedure for cleaning and disinfecting the handpieces

Basic body of
the handpiece

Cooling
probe

Laser-Tip

Optical contact
surface of the
laser tip

Figure S) Handpiece

During the treatment:

The optical contact surfaces of the laser tip are largely protected against contamination to a great
extent by applying the recommended technique. Nevertheless they are to be kept in clean condition
during the treatment, too (particularly when treating thicker dark hair)!
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CAUTION

Dirt settling on an optical surface may burn in when exposed to laser radiation and cause
side effects such as reddening, possibly blistering, incrustation, seldom scars!
Ensure that the laser tip of the handpiece remains clean!

For this reason, the optical contact surface must be checked regularly and cleaned as instructed
above. You can, for example, rapidly wipe off the surface each time when a line has been lasered
before starting to laser the next line. This method avoids that a possibly existing contamination
burns in when the laser treatment is continued.

After the treatment;

The device must be switched off and the handpieces have to be cleaned ancLdisinfected as described
above immediately thereby the dirt can be removed easily..
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9 Fault messages and fault removal

important information

he following procedures for fault removal have to be observed absolutely. Any deviation
from the procedures described herein is prohibited and of course any opening of the de-
vice or handpieces - otherwise any warranty expires.

9.1 General information

If the device does not respond to turning the key switch to ON, make sure that the following
requirements are met;

1. The device is connected to the line power supply.

2. The power switch at the rear panel of the device is switched on (position T, see Figure: Connections
at the rearpane! of the device).

3. The Laser emergency STOP switch is unlocked. If locked, please unlock by turning the red knob
anticlockwise until the lock is released and the switch jumps out Tsee Figure 5:).

As mentioned before, you are assisted in fault finding by operator guidance via the display.

Figure 75: Fault messages screen (example)

For general faults, the display shows a fault message with instructions in plain text. Some faults can
be removed by the user. For doing this, follow the instructions on the display

WARNING

The laser is operated with line voltage. There is the risk of an electrical shock and damage
to the eyel

You are strongly advised against trying to do repair works at the device yourself that go
beyond the instructions given on the display!

1590 99 015 VI June 24. 2013 63

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



In the case of safety-relevant faults, the device will shut down within milliseconds. A display of a
fault message is impossible. If this happens or any other fault appears that has not been described in

this manual, disconnect the device from line power by unplugging the power plug from the power
outlet.

This chapter provides information on possible causes of any malfunction of The Epi Lab system.
Faults can be removed by the operating personnel except of those specially referred to as absolutely
requiring repair by technicians employed with or authorized by Asclepion Laser Technologies.

Improper use or maintenance of the laser system may void the warranty granted. Before starting any
repair or if you have questions that have not been answered by this manual, contact your service
partner (see chapter 10 Customer service).

9.2 Fault messages and fault removal -
The [pi Lab is provided with alarm systems. If they are released, the syste.r.n will switch to the safe

mode and stop the emission of laser radiation. Please try to remove the fault yourself by following
the instructions given in the table below. If the error persists, contact Asetepion Laser Technologies
or a service partner expressly authorized by Asclepion Laser Teehnologies.

Before you contact the Technical Service, please make a note of the fault message and the error
code diipiayed,

Fault message Explanation / Corrective action

Communication error The communication is interrupted.

all 50 XXX errors “tart the device anew. Operation can be continued. Please contact the
p
Technical Service if the error occurs again.

The operating temperature is too low or too high.
Temperature error

Check if the device is sufficiently ventilated. Start the device anew.

Operation can be continued. Please contact the Technical Service if the
error occurs again.

(all 150 XXX errors)

Foot switch Please release the foot switch.

400 XXX (do not activate the foot switch too early, wait until the display shows
( eITors)  READY with yellow warning sign)

The door interlock contacts are open or the door interlock plug is not

connected. If the door has been connected to the door interlock, door

Door interlock open.

(600 601 errors) Connect the door interlock contacts correctly or activate the door interlock

switch. If the door has been connected to the door interlock, close the
door.

Ftandpiece error Check the handpiece connection.

(@ll 110X errors) Start the (.jevice anew. Please contact the Technical Service if the error
occurs again.
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Possible malfunctions

Malfunction

No power supply

Function keys of the
display do not react
(or only
sporadically)

No laser emission
with the foot switch
pressed

Explanation / corrective action

Verify that the power cable has been connected to a power outlet.
Is the power switch set to position T?
Verify that the Laser emergency Stop switch is released.

Check the line fuses of the domestic power supply system.

Faulty calibration of the touchscreen

calibration is to be performed by an authorized service engineer.
Therefore, inform your vendor or directly the Technical Service of Asclepion
Laser Technologies (see chapter 10 Customer service).

Verify that the connecting cable of the foot switch is properly connected,

The device is in STANDBY. Press the READY key to switch to the READY
mode.
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10 Customer service

WARNING

I he laser is operated with line voltage. There is the risk of an electrical shock and damage
to the eyel!

Never open the device and attempt to repair the device yourself if the laser does not work
properly.

Only specialists appropriately qualified and authorized are allowed to open the laser
device.

The laser does not contain any user-serviceable components. Only service engineers
employed with or trained by Asclepion Laser Technologiesarc are authorized to service the
device. This also applies to the prescribed annual safety tests.

' If you need assistance by the Technical Service, please contact us via the-address or phone number
given below. When contacting your service partner, always keep the model and the serial number of

the device at hand. These numbers are specified on the type plate located at the rear panel of the
laser device.

Asclepion Laser Technologies GmbH
Service

Brusseler Str. 10

D - 07747 JENA

Germany

Tel.: 149 (0) 3641 / 7700 - 401
Fax.:+49 (0) 3641 ! 7700 - 402

E-mail: service@ asclepion.com

Please note that the manufacturer, installer and importer will not consider themselves responsible for

the effects of servicing on safety, reliability and performance of the device unless the following
requirements are met:

installdtion, extensions, readjustments, modifications or repairs have been performed by
authorized persons,

the electric installation conditions of the laser room meet the requirements of IEC 64, as
amended,and

. the device has been used in accordance with the instructions given in this manual.
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11 Regular maintenance, safety checks and calibration

) Important information

The following procedures for maintenance, safety checks and calibration have to be ob-
served absolutely. Any deviation from the procedures described herein is prohibited and of
course any opening of the device or fiandpieces - otherwise any warranty expires.

The laser does not contain any user-serviceable components.

WARNING

The laser is operated with line voltage. There is the risk of an electrical shock and damage

to the eye!
The operation, maintenance, test and calibration instructions given in this manually are to
be followed.

Only service engineers employed with or trained by Asclepion Laser Technologiesare

authorized to service the device. This also applies to the prescribed annual safety tests,
calibration included.

CAUTION

A too high output power of the laser can cause side effects such as reddening, possibly
blistering, incrustation, seldom scars!

The output power of the therapeutic laser must be checked by a service technician of
Asclepion Laser Technologiesor a qualified service technician of the distributor within the
technical safety check at least once a year, the device is to be calibrated too if required.
The results of the check are to be documented in the Medical Device Logbook.

Important information
The annual maintenance is mandatory for the extended warranty.

To achieve a high reliability and life time it is strongly recommended to use the cooling
liquid specially developed by Asclepion for this device (corrosion protection, antibacterial,
frost protection, effective cooling)!

This coolant should never be mixed with destilled water - please observe the relevant la-
bel at the device (please see chapter Installation / Labels at the device).

An actual list of consumables is available on request from customer service.

11.1 Routine maintenance

The routine maintenance procedures described below can be performed by the personnel of the
clinic or hospital.

General

Inspection of the outer surfaces of the device

Check if all cables are intact and connected firmly.
Frequency: weekly

To be ctiecked by: personnel of clinic or hospital

Check of the cooling system

Check if all ventilation grids of the cooling system are free.

Frequency. weekly
To be checked by: personnel of clinic or hospital
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Check of the handpiece

Check if the handpiece is in perfect state.
Frequency: before each use
To be checked by: operator of the device

Important information

Before the real counter reaches end of life time (and "Remain" reaches 0) there are sever-
al reminders on the display that the attached handpiece has to be send in for revision to
the service department of Your distributorin a forsccable time.

This way a long term planning is possible. During revision it is decided, if the handpiece
can be used further for a specific number of pulses or if the handpiece has to be replaced.

11.2 Regular safety check

SCOPE OF ANNUAL SAFETY CHECK

The safety check should be carried out in compliance with the relevant national legally
regulations, as amended, and include at least the tests mentioned below. The tests should be
run in the order specified:

. visual inspection of laser device and accessories
. measurement of protective ground wire resistance
. earth leakage test under normal conditions

. measurement of the actual output power of the laser modules at the handpiece: calibration
of laser power, if necessary

. functional test.

Tip
To inform yourself about the extent and performance of the safety checks, please
contact your distributor or directly Asclepion Laser Technologies.

Additional information

Upon request, the manufacturer will provide circuit diagrams, component parts lists, descriptions,
calibration instructions, or other information not yet contained in this User Manual to assist
appropriately qualified technical staff to repair those parts of the device that have been designated
by the manufacturer as repairable. In this context, "appropriately qualified technical staff* means
staff that attended a manufacturer’s service training course on this device and that was authorized
to repair it.
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12  Disposal
The device is to be disposed of according to regulation 2002/96/EC of the European Council for
Waste Electric and Electronic Equipment [WEEE] or the specific national regulations on waste electric
and electronic devices, as amended.

Please consult our Technical Service if you have any questions regarding disposal.
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Appendix; EMC manufacturer's declaration

Important information

The usage of others than the following accessories, transducers and cables may result in
an increased interference emission and/or decreased immunity of The Epi Lab.

Accessory / designation Length / dimensions

root switch with cable To be ordered from Asclepion

Laser Technologies or the
authori<!ed distributor

S<3.0m
Cold device supply line

<30m
Important information

This device is subject to special terms of network connections. The maximally allowed
impedance of the power grid is Zmax = 0.17530hm 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 Zmex.

> Important information

The Epi Lab must not be stacked or arranged directly next to or with other devices. If The
Epi Lab is used close to other devices it must be monitored to control its proper operation.
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A.l Electromagnetic emissions

Thp Epi Lab is suitable for use in the specified electromagnetic environment. The customer and/or the user of
lhe Epi Lab should ensure that it is used in an electromagnetic environment as described below.

Emissions measurement

High-frequent interference emission
to CISPR 11

High-frequent interference emission
according to CISPR 11

Emitted interference of harmonics
according to IEC 61000-3-2

Emitted interference of voltage fluctuations /
flickers according to IEC 61000-3-3

Compliance

Group 1

Class B

Class A

Fulfilled 1m

Electromagnetic environment guidelines

The Epi Lab uses HF energy only for its internal
function. Therefore, its emissions of HF
interferences are very low and are not likely to
cause any interference in nearby electronic
equipment.

The Epi Lab 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 purposes.

For harmonics:

The Epi Lab isintended tor 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, it is to be ensured - after consultation
with the energy supplier- that the max, admissible
grid impedance

Zmax - 0.1753 Ohm is not exceeded.

1") acc. to IEC 61000-4.-.11.2000 with max. allowed impedance of the power grid of =0.1753 Ohm.

1590 99 015 VI-June 24. 2013

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

71



A.2 Electromagnetic immunity

The Epi Lab is suitable for use in the specified electromagnetic environment.

The customer and/or the user of The Epi Lab should ensure that it is used in an electromagnetic environment as
described below.

Immunity test Test level acc. Compliani Electromagnetic environment guidelines

IEC 60601-1-2 level
Electrostatic discharge +/- 6 kV contact charge 4/- 6KV Floors should be wood, concrete, or ceramic
(ESD) acc, to tile. If floors are covered with synthetic
IEC 61000-4-2 +/- 8 kV air discharge 4/- 8kV material, the relative humidity should be at

least 30 %.

Fast transient electrical +/- 2 kV for power lines 4/- 2kv Mains power quality should be that of a
interferences/buists acc. to +/- 1kV for typical commeK:ia,ljind/or hospital
IEC 61000-4-4 input/output lines ) environment.

+/- 1kV series-mode 4/- 1KV . .
s t voltage Mains power quality should be that of a
IEnggiOa(():; 40f typical commercial and/or hospital

-4-f) 4/- 2 kV common mode 4l 2Ky environment.

voltage

<5%

UT for 'N cycle ' <5 %

(> 95 % Interruption)

40 % Mains power quality should be that of a
Voltage dips, short UT for 5 cycles typical commercial and/or hospital
interruptions and voltage (60 % interruption) 40% environment. If the user of the device
fluctuations of power . requires continued operation during power
supply input lines acc. 70 % mains interruptions, too, it is recommended
IEC 61000-4-11 UT for 25 cycles 70% to power the device by an uninterruptible

<30 % interruption) power supply or a battery.

<b% 5 %

UTforbs <2

(> 95 % interruption)
Magr|1et|c ltﬁeld fo;(t)';SOH The magnetic field strength should be at
supply voltages ( z) 3 A/m 3 A/m

acc. to
IEt 61000-<I-8

Note:

U, is the JIC mains voltage prior to application of the test level

« not tested, because line length shorter than 3m

72
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The Epi Lab is suitable for use in the specified electromagnetic environment. The customer and/or the user of
The Epi Lab should ensure that it is used in an electromagnetic environment as described below.

Immunity test

Conducted

IEC 61000-4 3

Radiated
HE interferences acc. to
IEC 61000-4-.3

Test level acc.
IEC 60601-1-2

3 Veff
150 kHz to 80 MHz

3V/m
80 MHz to 2.5 GHz

Compliance
level

3V

3V/m

Electromagnetic environment guidelines

Portable and mobile radio equipment, including
cables, should be used not closer to any part of
the device than the recommended separation
distance calculated from the equation
appropriate for the frequency of the
transmitter

Recommended separation distance:

d= Vp
3V
. for 80 MHz to
d= |- if-1| P 800 MHz
d= | s for 800 MHz to
- 3 ' 2,5 GHz

where P is the nominal power of the transmitter
in Watts (W) according to the transmitter
manufacturer and d is the recommended
separation distance in meters (m)."

Field strength of fixed radio transmitters, 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:

(B9

4

' Field strengths of fixed transmitters, such as base stations for radio telephones (cellular/cordless) and land mobile radios,
amateur radios, AM and F” radio broadcast, and TV broadcast cannot be predicted theoretically with accuracy. To assess the
electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey should be considered. If the
measured field strength in the location in which the device is used exceeds the applicable RF compliance levels given above,
the device should be observed to verify normal operation. If abnormal performance is observed, additional measures may be

necessary, such as reorienting or relocating the device.

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

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

1590 99 015 VI - June 24, 2013
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A.3 Recommended protection distances

Kecommecnded protection distances between portable and mobile HF telecommunications equipment and The
£pi Lab according to |IEC 60 601-1-2.

Transmitter 150 kHz to 80 MHz 150 kHz to 800 MHz 800 MHz to 2.5 GHz
frequency
' = a= ~ 37hw
Equation d= d= =
Rated output of the Protection distance Protection distance Protection distance
transmitter (Watt) (meter) (meter) (meter)
0.01 0.12 012 n 0:23
01 037 0.37 0.74
1 1.17 117 2.33
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 protection distance can

be estimated by using the
equation in the corresponding column,

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

Note

These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from
structures, objects, and people.
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1590 08 004

Verpackungsvorschrift MDS (NeXT) Asdepi®!!
Anderungs- Identifikationsnummer: KI1/11/09/05-01 Seite 1von 5
IndeX, A Ktirzel/JahryMonaVTao-Ifd W 1590 Oft 0G4 \{;;()!\A\I;l;u(;;gygzrschMﬂ Mps
1 Zweck

Festlegung der Verpackung fur das Produkt, dessen Komponenten sowie des Zubehors;
MeDioStar (NeXT) 1590 -1594.

2. Geitungsbereich

Diese Arbeitsanweisung gilt fur den Bereich Vertrieb und Service der Asclepion-Laser-
Technologies GmbH

3. AbkUrzungen und Begriffe
Abkurzungen siehe QM-Handbuch

4. Zustandigkeit

Fur die Einhaltung dieser Arbeitsanweisung zeichnen insbesondere verantwortlich:
Bereich Fertigung / Logistik (Warenannahme).

Diese Arbeitsanweisung wird von dem Bereich FuE-Konstruktion in Kraft gesetzt und gepflegt.

5. Verpackung fur LKW- und Luft-Transport
51 Beschreibung der Verpackung

Die Verpackung MeDioStar NeXT hat die Artikelnummer 660805191.
Sie besteht aus Holzpalette, Pappstuipe und Schaumteilsatz

5.2 Beschreibung des Verpackungsvorganges

Arbeitsschritt a): '
8 I
Unteres Schaumteil auf Holzpalette legen !

Gerat auf Schaumteil stellen !
Roter Warnaufkieber 1590-99-046 auf Dis- |
play kleben sofern noch nicht vorhanden

AA erstelit durch F&E Konstruktion- n AA gepruft und freigegeben durch Proieklleiteir:
0509 11 Kloft 07.09.11 Streit
Oaium Name Unteischffft OaUiin Name UnUrschrif!
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1590 08 004
Verpackungsvorschrift MDS (NeXT)
Anderungs- Identifikationsnummer: KI/11/09/05-01 ros SoE 2V0N 5
|ndeX: A Kurzel/Jahf/Mnhal/Tao-1'~d Nr 1592a3§gr;ggzvcorschnﬁ Mos

Arbeitsschfitt b)

Plastikhaube uber Gerat ziehen

Arbeitsschfitt c)-

Schaurnstoffteii zwischen Haube und
Handstuckhaltet ktemmen
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1590 08 004
Verpackungsvorschrift MDS (NeXT)

Anderungs- Identifikationsnummer: KI/11/09/05-01 ~
|ndeX A KOrzef/Jart'/Monat/rag ifd Nr

Arbeitsschritt d)

oberes Schaumteil lagerichtig
aufsetzen

Arbeitsschritt e).

Pappstuipe einsetzen
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1590 08 004 V-
Verpackungsvorschrift MDS (NeXT) Asciepion

Anderungs- identifikationsnummer: KI/11/09/05-01 oo, Seite svon 5
|ndeX A KurzGl/j3r*)Monat/Tag-ltd Nf 150» Vs Qi doc

6. Mitgeltende Unterlagen;

1590 99 046 12 Stunden warten vor Einschalten NeXT (roter Warnaufkleber)
1590 08 003 Pack und Ubergabeliste
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2302 Risk analysis arw control acc. to EN iSO 14971:2005

Revision- D
Member -:oce/lyear/monlh/day-sequert!ai nurrber '5S0 V% 06 MMT-3C50? -XK30C

Identification number: MiVIo/13/05/07-06 o 2ge 10T 10

Medical Product MeDioStar o MDD 93,/42/EEC -7 EN 60601-1-4 1996+ A--1999 [ before R&D
ltem number: 1590 - 1599 EN 60601-T20C6 k,r EN 62.304:2006 0 during R&D
Assessed construction level: Serial Device 0 EN60601-1-2-2001Ai:2006 [ EN 60601-1-6:2004 after sales
Revision user's Manual: o EN 60601-1-2 2007 0 EN 60601-1-6:2007 O review reg. changed stanaards

0o EN 62366:2008
Related documents:

Drawn up (history: next page):

Vs. Description of change Date ] Name Sign
06 Review May 07, 2013 | M.Moller
Ses o — ot — — En T TITIIT TR —u i
Checked and released: Division Date i Name Sign
Participant 1 QS R&D r,dlus. P . i
Participant 2 { 1 -
Released by R&D | B

Assessment of the remaining risk / Bewertung des Gesamtrisikos
After assessment of all risks known to us the product can be classified as safe. It has to be taken into account that a certain till now' unknown remaining risk can be, / Nach

Abschatzung alter uns bekannten Risiken kann das Produkt als sicher eingestuft werden. Dabei ist zu berucksichtigen, dass ein gewisses bisher unbekanntes Restnsiko be-
stehen kann.

Grund fur letzte Anderung des FB: Aktualisierung Normen
Formular erstellt durch FuE:

@ 000 LWIPMI (&) INFO@CIRMIRU € WWW.GOSZORAVNADZORRU - Streit gez. Streit

mDatum Name bnlerschrift Datum Name Unterschbrift

Fornnular nepruft und genehmigl durch QM:
18.12.2010 R, Thieme gez. Thieme



Form 7302

Revision: D

Drawn up:
Vs. Description of change
06 Review
05 Review (especially for cooling hand piece)
04 Review
(especially for non existing data wrong data, temporal data sequences}
03 Review
02 Update risks, Add on risk control measures

01 First edition
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Form 7302 |

Revision

2)

Hazards

15

No ionising ra-
diation - laser
radiation

D

b) |

Hazard source 1Potential
causes

1. Laser Automatic
release

2. Laser Foolswitch
released unin-
tentionally (la-
ser radiation)

3. Laser No interruption

of laser radia-
tion in case of
footswitch re-
lease (in terms
of footswitch
malfunction
and/or short
circuit in sig-
nals)
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Identification number: MMo0/13/05/07-06

IVember code/year/month/day-sequential number

d) e)
Risk assessment
before thi‘ precau-

Potential con-
sequences /

risks (ion
Occur-
Extent of  rence
damage probabil-
ity
Eye damage / Critical Occa-
injury. sional
Injuries by fright
Eye damage / Criticai Occa-
injury. sional
Injuries by fright.
Injury of third
persons
Eye damage / Critical Occa-
sional

enjury,

Injuries by fright,
njury of third
persons

f)
Risk as-
sessment

Passable
ALARP
Not passa-
ble

ALARP

ALARP

ALARP

T
9)

Technical safety precautions to be tak-

en

Electronic shutter
(footswitch controlled, software in-
dependent)

Electrical and EMC-safe construc-
tion 0O~ device

Standby-Ready circuitry

Optical and acoustic laser emissions
indication

Deactivation oflaser in periods of
inactivity

Fooisv/itch with cover

Electronic shutter

Poolswiich with two independent
contacts 4

Foot switch inquiry before

Laser-Emergency STOP buttan

;2GQ9

h)

Risk assess ment after Residual

the precauton

Extent of
damage

Critical

Critical

Critical

Occur-
rence
probabil-
ity
incon-
ceivable

incon-
ceivable

Hardly
conceiv-
apie

| 15M Y 5C6Mm»y1365C

0 1)
Proof

risk as-

sessment

Passable

ALARP

Not passa-

ble

passable Software verifi-
cation cf con-
trol system
~esl report DIN
EN 60601-1-2

passable Software verifi-
cation of con
trot system
Verification of
the device

ALARP Software verifi-

cation of con-
trol system

Verification of
iaser



Risk analysis and control acc. to EN ISO 14971:2009
Form 7302

Identification number: MM o0/13/05/07-06 e o e es
FD\50B @

Revision D
Memper code/year/mopth/dav-sequential number L

Tw'
la) b) ©) e ) 9 h) ) )
1 Hazards Hazard source Potential Potential con-' Risk asse ssmenr Risk as- Technical safety precautions to be tak- Risk asses-smenl after Residual Proof
causes sequences / before the precau- sessment en the precaul on risk as-
risks tion sessment
Occur- Passable Occur- Passable
Extent of  rence alarp Extent of rence ALARP
damage orobabil-  Not passa- damage probabil-  Not passa-
itv ble ity ble
i i i i i Software verifi-
4 Laser Unintended Eye damage / CriLcal Occa- Ai ARP «  Foot switch inquiry before laser Critical InCOf"-‘ passable cation of con-
relgas:e of laser injury. sional ready activates control signals for cetvabie trol system
radiation at Injuries Dy fright. laser firing
Ready activa- pjyry of third ,
tion because of persons * Electronic shutter
:fv?t\éf] foot- * Laser-Emergency STOP button Ver fication of
laser
5 Laser People ‘in the Eye damage / Critical Qcca— ALARP . optical and acoustic display of emis- Critical Hardly alarp So:twarz: verif-
room without injury'. sional sion conceiv- cation of con-
safety goggles Injury of third able trol system
during laser or persons e 2 sleco.nds lid dosing time al Ready
pulse light activation
treatrrient
6. Laser Access of third Eye damage / Critical Occa- ALARP . Door Interlock Critical incon- passable Software verifi.
persons during injury. sional ceivable cation of con-
laser treatment Injury of third ® external warning lamp trol system
persons
7 Laser wrong laser +  Over treat- Critical Occa- ALARP «  Watch Dog System Critical incon- passable Software verifi-
parameter ment sional ceivable cation of con-
through faulty ¢ Gate locking trol system
software and/or *  Vesicles and /
hardware (ab- or scars ¢ Laser-Emergency STOP button Verification of
normal system laser
end) M .
Approved CPU with well-known op- Verificalion of
erating system and no second sup- the device

plier for CPU and operating system
(set of drawings)
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f-orm 7302

Revision' D

a b)

Hazards Hazard source

8. Laser
Laser
10. Laser

»4jSr\ ainCiiybssS

0)
Potential
causes

unintentional
Switch-on of the
laser system

wrong laser
parameter
through wrong
read or non
exisling data of
non-volatile
storage

wrong laser
output parame-
ter after change
of the diode
driver
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ldent

d)

Potential con-
sequences /
risks

Eye damage

Over treat-
ment

Vesicles and /
or scars

Over treat-
ment

Vesicles and /
or scars

Eye damage

Over treat-
ment

Vesicles and /
or scars

rfkiu COiIUIW*

ification number:

I'e) 0
Risk assessment j Risk as-
before the precau- |sessment
tion
Occur- Passable
Extent of  rence ALARP
damage probabil Not passa-
ity ble
Critical Occa- ALARP
sional
Critical Occa- ALARP
sional
Critical Occa- ALARP
sional

CAw « ™.

tO 4.S4 IOW 1'rSf

MMo/13/05/07-06

i.iCOui>

fx/lember cQde/year/mofiih/day-sequen?lai number

9

Technical safety precautions to be tak-

Laser STOP button
Main switch for current supply
Key switch

Standby at Power on

CRC by EEPROM data

Dual data management

* monitoring of drive value and pulse
wridlh

« Efficiency of laser headpiece non-

volatile stored
f

« Efficiency of diode 'driver nbf volatile

stored

« Efficiency adjustment after change

Page 5 of 11
FB 7302 RAaC6CC>CN-4 M-D.oS'a
IMO vr, Cf MWoI?C50’' -O0e aoc

h) if)
Risk assessment after Residual Proof
the precaution risk as-
sessment
Occur- Passable
Extent of rence ALARP
damage probabil-  Not passa-
ity ble
Critical incon- passable  Verification of
ceivable laser
Software verifi-
cation of con-
trol system
Critical incon- passable Software verifi-
ceivable cation of con-
trol system
Critical incon- passable Software verk'.
ceivable cation of con-

trol system

Instruction at
the service
manual, seivice
training
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Revision; D

a) b)

Hazards Hazard source

11 Laser
12. Laser
13. Laser
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c)
Poter”tial
causes

wrong laser
parameter after
change of the
laser hand
piece

Malfunction of
diode driver

wrong output
parameter

(incorrect cur-
rent or pulse
width)

Undefined op-
erating status
through i*C
BUS malfunc-
tion

d)

Identification number: MMo0/13/05/07-06

Member ccde/year/mobth/cav-seauen?iai dumber

Potential con- *
sequences/
risks

Eye damage

Over treat-
ment

Vesicles and /
or scars

Eye damage

Over treat-
ment

Vesicles and /
or scars

Eye damage

e)

Risk asse ssment
before the precau-

tion

Extent of
damage

Critical

Critical

Critical

L

Occur-
rence
probabil-
ity
Occa-
sional

Occa-
sional

Occa-
sional

f)
Risk as-
sessment

Passable
ALARP
Not passa-
ble

ALARP

ALARP

ALARP

9)

mtechnical safety precautions to be tak-

en

h)

Risk asses:,ment after Residual

the precaut on

Extent of
damage
monilofirig of drive value and pulse  Critical
width
Efficiency of laser headpiece non-
4'olatile stored
Eff'ciency of diode driver non-volatile
stored
Efficiency adjustment after change
CRC by EEPROM data Critical
Dual data management
Gate locking
Critical

NC BUS protocol with malfunction
message

Occur-
rence
probabil-
ity

incon-
ceivable

incon-
ceivable

incon-
ceivable

T- 9

Page 6 of 11
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«57CVs 05
0 )
Proof
risk as-
sessment
Passable
ALARP
Not passa-
ble
passable Software verifi-
cation of con-
trol system
Instruction at
the service
manual, service
training
passable Software verifi-
cation of con-
trol system
passable Software verifi-

cation of con-
trol system
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Revision D
Member code/year/monin/day-sequenital number ISW Vs 03 MM7I05C-70n dd: ]

a) b) ©) id) ) 0 19) b) b )
Hazards Hazard source Potential | Potential con- Risk assessment Risk as- Technical safety precautions to be tak- Risk assessment after Residual Proof
causes sequences / before the precau- sessment en the precaut on risk as-
risks tion sessment
Occur- Passable Occur- Passable
Extent of  rence ALARP Extent of rence ALARP
damage probabii-  Not passa- damage probabii-  Not passa-
ih. ble ble
3.4 Cooling Malfunction Over treat- Minor Occa- A"-ARP permanent check of the water tem-  Minor incon- passable Software verif-
Insufficient cool- hand piece of two point ment sional perature of the hand piece cooling ceivable cation of con-
ant supply or regulation . unit trol system
limitation of of the pelti- Vesicles and /
cooling er or scars permanent check of the tempera-
tures of cold side at the cooling
Overheating hand piece
wrong read permanent check of the water flow
or non ex- of the hand piece cooling unit
isting data
of tempera- Check sum over files with setup da-
ture regula- ta
tion
2. Cooling Malfunction ~edema attouch-  Minor Occa- ALARP permanent check of the water tem- ~ Mmor incon- passable Software verifi
hand oiece of two point "9 sional perature of the hand piece cooling ceivable cation of con-
regulation unit trol system
of the Pelti-
er permanent check ofjhe tempera- Verification
tures of cold side atCthe cooijpg temperatures
Under hand piece
cooling
permanent check of the water flow
wrong read of the hand piece cooling unit
or nor. ex-
isting data Check sum over files with setup da-
of tempera- ta
tﬁ‘gf regula- Lim-ted cooling power of tine peltier
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Revision D identification number: MMo/13/05/07-06 0 T o] e
Member code.yeaf/rnonih/day-sequential nu-nber BD\s -315‘27/.\(%:!{12
FT ib) c} d) Ne e) f) 9) h) 0 i)
' Hazards Hazard source Potential Potential con- Risk assessment Risk as- Technical safety precautions to be tak- Risk assessment after Residual Proof
causes sequences / before the precau- sessment  en the precaution risk as-
risks tion sessment
Occur- Passable Occur- Passable
Extent of rence ALAR® Extent of rence ALARP
damage probabil-  Not passa- damage probabil-  Not passa-
ity ble ity ble
35 L laser + Heatsink .« overheating of Minor Occa- ALARP « permanent check of main water Minor incon- passable Sofrware verifi-
, > ional . ceivable cation of con-
Storage temperature the device siona temperature for the diode and cool- trol system
operating out- to h'gti o ing liquid temperature of the com- 4
side required + deviation of pressor
environmental laser parame- )
conditions ters * permanent adjust  fan speed
* over treat- « advices in instaictior manual checK list EN
ment 6C601.1
2 device Short circuits in risk of fire Critical Occa- ALARP - permanent check of the water tem-  Minor incon- passable ngz)vxr/]a(r)? (\:/g:_ﬁ_
environment the device . . sional perature of the hand piece cooling ceivable trol system
to wet caused by leak- « risk of electric unit 4
age shock .
connections » permanent check of the tempera- check list EN
tures of coid side at the coding 60601-1
hand piece
« permanent check of the water flow
of the hand piece cooling unit
3.6 n/a n/a nla n/a n/a nla There is no action needed, because ft's n/a n/a n/a n/a

Incompatibility no combination provided
with combina-

dons of oUier

devices
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Page 9 of 11
Revision' D MMO/13/05/07'06 7S 7302 RAaC SOeO™-i-* WeOoS'a’
Member codelyear/morth/day-sequenliai number 1506 VS Co V*'c 7506C™ 05 0oc
a) [b) c) d) ej f) 1) I'h) i) )
Hazards Hazard source Potential Potential con- Risk asse ssment Risk as- Technical safety precautions to be tak- : Risk assess ment after Residual Proof
causes sequences / before th< precau- sessment  en the precauton risk as-
risks tion sessment
Occur- Passable Occur- Passable
» Extent of  rence ALARP Extent of rence ALARP
damage probabi! Not passa- damage probabil-  Not passa-
ity ble ity ble
5.11 1 Laser wrong laser «  Over treat- Minor Occa- ALARP «  Hand piece data, saved in EEPROM Minor incon- passable Software verifi-
Erroneous parameter by ment sional with hand piece-type display and/or ceivable cation of GUI
measurement wrong hand . diameter, shown at the display
and other piece * Vesicles and /
measurement or scars «  Protection against hazardous initial
aspects value through displayed energy den-
sity is shown at the display
2 Laser wrong laser *  Overtreat- Minor Occa- ALARP +  monitoring of drive value and pulse  Minor Hardly passable Software verifi-
parameter ment sional width conceiv- cation of con-
through wrong able trol system
current pro- * Vesicles and / » gate locking
yoked by mal- or scars
functions in redundant current measurement
diode driver or
control value
3 Laser wrong laser . Over treat- Minor Occa- ALARP «  Display communication with oonfir- Minor incon- passable Software verifi-
parameters ment sional malion ceivable cation of con-
because of trol system
wrong display . Vesicles and! ¢ «
or scars
4 Laser wrong temporal . Qvyer treat- Minor Occa- ALARP . Display communication with confir- Minor incon- passable Software verifi-
sequence of ment sional mation ceivable cation of con-
trol system

master-slave
communication

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

Vesicles and /
or scars



Form 7302

Revision: D

a)
Hazards

7.9

Failure of the
device.ffunction
because of func-
tion/assembly
faults

8.1

Hazards by in-
vestigation in
the FDA data-
base

b)
Hazard source

5. Laser
6. Laser
1 Laser
1 Laser

Risk analysis and control acc. to EN ISO 14971:2009

c)
Potential
causes

wrong temporal
sequence of
laser pulse and
evaluation

wrong laser
parameters
because of
wrong pulse
length

failures of
current sen-
sors. failures of
skin cooling

energy output
too high

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

identification number: MM o/I13/05/07-06

d) =)
Risk asse ssment
before the precau*

Potential con-
sequences /

risks tion
Occur-
Extent of  rence
damage probabil'
itv
«  Over treat- Minor Occa
ment sionai
. Vesicles and /
or scars
«  Over treat- Minor Occa-
ment sional
. Vesicles and /
or scars
¢ Third-degree
burns on to
skin
«  Overtreat- Minor Occa-
menl sional
. Vesicles and /
or scars
«  Overtreat- Minor Occa-
sional

ment

*« Vesicles and /
or scars

Risk as-
sessment

Passable
ALARP
Not passa-
ble

ALARP

ALARP

ALARP

ALARP

9)

Technical safety precautions to be tak-

en

Member code/yeer/month/day seque”t'al number

[h)

Risk assess ment after
the precaut on

Occur-
Extent of rence
damage probabil-
ity
Minor ;
Synchronized laser pulse with incon-
evaluation and monitoring of overrun ceivable
Minor ;
monitoring of the clock frequency Incon-
ceivable
gate locking
Miner
Permanent monitoring of hardware Hardly
status and software status, watch- cglncelv—
dog system anle
redundant current measurement
Automatic device standby / turnoffin
case of failures
Laser-Emergency button
Minor
redundant current measurement ?oar:(ilgiv
system B
4 able
gate locking

annual control of laser output cali-
bration

Page 10 of "4
FB ?nc? RAL.C605CM -9 WeO-oSia’
1590 vs I.fi w~40i2cM7.06 doc

i)
Residual
risk as-
sessment

Passabe
ALARP

Not passa-

ble

passable

passable

passable

passable

Proof

Software verifi-
cation of con-
trol system

Software verifi-
cation of con-
trol system

Software verifi-
cation of con
trol system

Software verifi-
cation of con-
trol system

Users manual



Form 7302 Risk analysis and control acc. to EN ISO 14971:2009

Identification number: ZI/11/02/03-01 w aplge 1of1

Revision: D

Metnbef code/year.'fnonth/day-sequeniial number 6oeo1 - 5 MBSe vs 03 coco
Medical Product, Medlostar (NeXT) o MDD 93/42/EEC o EN 60601-1-4:1996+ Al "999 0O before R&D
Iltem number: 1590 ff O EN 60601-m':2006 EN 62304:2006 M during R&D
Assessed construction level' Pre-Serial Device O EN 60601-1-2 2001+ A1.2006 [ EN 6060-!-1-6:2004 M after sales
Revision user's Manual: 1590 99 001 Vs.05 O EN 60601-1-2 2007 0 EN 60601-1-6:2007 M review reg changed standards
Jan 11, 2011
ISI EN 62366:2008
Related documents:
Drawn up;
Vs. Description of change Date Name 1 Sign
01 First edition 16.06.2010 , G. Zimmermann gez. G. Zimmermann
02 add on risk control measures 05.10.2010 i M. Kleiner gez M.Kleiner
03 Update to new standard 03.02 2011 , G, Zimmermann !
Checked and released; Division Date Name i Sign
Participant 1 Cg
p R . ['-'U_iK fr F
Participant 2
Released by -met il

Assessment of the remaining risk / Bewertung des Gesamtrisikos
After assessment of all risks known to us the product can be classified as safe. It has to be taken into account that a certain till now unknown remaining risk can be. / Nach

Abschatzung aller uns bekannten Risiken kann das Produkt als sicher eingestuft werden Dabei ist zu berucksichtigen, dass ein gewisses bisher unbekanntes Restrisiko
bestehen kann.

Gfund fur lotztc- .Anderu.nci de” IO: Aktuabsiurum Normen
onnular erstetk durci. Fub. j

18 12 2010 . Streit gez. Streit | 13 12.2010 R. Thieme
D-"Lni r-C

ho.mular usr> u't und .junetirnigl ourch OM:
gez Thieme

0.v.1ifi “imc
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Form 7302 Risk analysis and control acc. to EN ISO 14971:2009

Page 2 of 7
F6 82 RK Ae?SgCaatre

606C1 -»-€ MDS se vs 03 30CD

Identification number: Z1/11/02/03-01

Revision; D
h.'emper codaysar/month/gay-seciueniial nurnter

/N,

a) b) ) ) ) ) 9) Ih) i )

Hazards Hazard source Potential caus- Potential con \ Risk assessment Risk as- Technical safety precautions to be taken  Risk assessment Residual Proof

j es sequences / before the precaution sessment after prec aution risk as-
risks sessment
Passable !
Edsnt of ALARP IBtemol  Occurence  heanl®
damage mgt passa- 1ldamage probability Not passable

5.1. 1 Misapplication ~ Non or ambi- Faulty treatment ~ Minor ALARP Labeling of device conforming to standards Minor Inconceiv- Passable Check lisi labs-

Insjfficieni labe- guous labeling and well-defined able i ling

ling of the device Intended use in user's manual Checklist user's
i (EN 60601-1-6, manual
15.1. 6.22.3) 2. non-lonizing No or wrong Eye damage Crittcai ALARP Labeling device conforming acc. to standards ~Critical Hartlly 1ALARP Check list laoe-
1(EN 62366, 4 1,  radiatiofi safety precau Skin damage Warning advicein user's manual conceiva- J ling
i6) lions Fire hazard ble Check list user's i

manuai
u5.2. 1. Wmng han- Wrong handling ~ Faulty treatment ~ Minor ALARP Well-defined description handli.ng and main-  Minor Hardly Passable Check list user's

Insufficient or no  dling and main- Faulty mainten- tenance in user's manual coiiceva- manual

user's manual tenance ance Clear user interface -wiih information for user bie

(EN 60601-1-6,

5.1.6,2.2.3)

: (EN 82366, 4.1, i

5.3, 6)

5,1, 5.3 1. non-ionizing Uncontrolled Eye damage Cntical ALARP Labeling acc to the standards Critical Hardly ALARP Check list users j
* Insufficient labe-  radiation emission of non-  Qyertreatmeni Easy to understand marking of the hand conceiva- manual j
; ling and specifi- 2. wrong parame- ionizing radiation pieces ble Verification of j

cation of acces-  ters Wrong handpiece complete device

sories / spot

(EN 60601-1-6,
j4,2,5.1,6 2.2.3)

(EN 62366, 4.1,

5.3. 6)

5.4. 1 Wrong treat- Optic damage No therapeutic Critical ALARP Description of tests before and during treat-  Critical Hardly ALARP Check list user's !

Ipsqfficient speci- ment values Operating in effect ment in user's manual conceiva- manual !

fication of Ch'eCk' 2. Uncontrolled wrong environ- Eye damage Definition of storage-, transportation and ble 1 VeriHcation report

up before using  emission ofnon-  ment Overtreatment operation conditions in user's manual 60601-1-4

(EN 60601-1-6.
42,5,1,6.2.23)
(EN 62366, 4 1,
5.3. 6)

ionizing radiation
3. Biological con-
ra.mination

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

Wrong handpiece
/ spot

Use of undesin-
fected applicator

Cross infection

Securing of laser zone by door contact
Easy to understand marking of the hand
pieces

Advice in users manual



Form 7302 Risk analysis and control acc. to EN ISO 14971:2009

e : . Page 3 of 7
Revision D Identification number: Z1/11/02/03-01 o 7302 £ o 13 Conto
. Meinber cod&-yea'/'~ic™**.'d3y-sequentiai number 626C1-i-6 SB v5C3mcc
a) b) 0 d) ie 0 9) [b) i) )
Hazards Hazard source Potential caus-  Potential con- Risk asse ssment Risk as- Technical safety precautions to betaken  Risk asse ssment Residua! Proof
es sequences 1 before the precaution sessment after prec jution risk as-
risks sessment
Passable
Passable
Extent of Occurrence  ALARP Extent of Occurrence o ARP
damage  Drobabibty mgt passa- damage  prooablUty ¢, passable
; 5.5. 1 Wrong han- Wrong handling Faulty trearmenf ~ Minor Occasion- ALARP -est user's manual by indepencenl persons  Minor Inconcev- Passable Check list user's
; User's manual dling and main- inadequate main- al and users able manual
j too complicated j tenance tenance Verification com-
UeN6C601-1-6, ' plete device
5.1.6.2.2 3)
1(EN 62368, 4.1,
15.3,6)
1. Wrong han- Insufficient de- Faulty treatment  minor Occasion- ALARP Well-defined descriptfon of I-te*ded use in Minor Hardly Passable Chec?4 list user's
iInsufficient speci- dling scription of use al user's manual conceva- manual
~ Tication for using. Clear user interface with information for the bie VefiHcat'on GUI
loperating and user
J. maintenance 2 Deterioration of Inadequate main- Faulty treatment M nor Occasion- ALARP Well-defined description of maintenance Minor Hardly Passable Check list user's
i EIEZN golsglélfé tbe equipment tenance Breakdown of the al procedure in user's manual conceiva- manual
i42,51,6.2.23) qualities device Specification of periodically technical safety ble Verification GU!
1(EN 62366, 4.1, Harms checks
15.3,6)
~5.7. 1. M'suse of Missing require-  Insufficient the- ~ Minor Occasion- ALARP Wefl-dehned user profile in user's manual Minor Hardly Passable Check list user's
Use by unskilled / device ments on the rapeutic effect al (centists and medicelly trained personnel) concava- manual
untrained per- us.er Faulty treatment Securing against unauthorized use by Key bfe Verification
sonnel misuse S'witch 60601-1-4
(EN 63601-1-6, Weii-definad description of ifttendectjse and
4.2,51. 6.2.2.3) handling in user's manual
(EN 62366 4 1, Secunng device against unauthorized use by
5.3.6) key switch
5.8. 1. non-intended Hurnan error Injuries Critical Occasion- ALARP Well-defined description of intended use and  Critical Inconceiv-  Passable Check list user's
Well-founded use a handling in user's manual. able manual
predictable mis- Vetificaiion
use 60601-1-4
(EN 60601-1-6.
4.2,5.1.6.2.2.3)
(EN 62366. 4,1,
L

5.3, 6)
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Form 7302 Risk analysis and control acc. to EN ISO 14971:2009

Page 4 of 7

FB 7302 Rtsk Analysts and ccn'fi>i
60601 1-6 WD5 SE Vs 03 cocO

Identification number: Z1/11/02/03-01

Revision: D
Member code/y~r/monlh/day-swuential numbe'-

a) ib) to) d) ) f) 9) . h) i) i)
Hatzards : Hazard source Potential caus-  Potential con- Risk assossment Risk as- Technical safety precautions to betaken Risk asse;jsment Residual Proof 1
es sequences / before the precaution sessment after prec:lution risk as-
risks sessment
( Passable PassaDie
Extentof  QOccofence ALARP Extentof  QOccurrence ALARP
damage  probability 1 N0 passa- damage  probabihly  Not passabie
j ble 1
5.9. 1 Wrong treat- Not or badly Side effects Minor Occasion- ; ALARP Warning in manuals Minor Hardly Passable Clinical evaluatio”
ynsufScient warn- ment parameters  skilled user al Instruction of personnel conceiva- Check list Users |
ing of side effects ble manual
' (EN 60601-1-6, .
i4.2.5.1,6.2.2-3) I
(EN 62366.4.1,
5.3,6)
5.10 Misuse of the Unsufficient de- Side effects minor Ocoa- ALARP Well-defined description of intended jse Minor Hardly Passable Check list users 1
Insufficient warn- device senption of in- tional conceiva- manual
ing of contraindi tended use ble 1
cation
(EN 60601-1-6.
4251, 62 2.3)
(EN 62366, 4.1,
5.3,6)
6,5. 1 Operating error  Too complex Wrong parame-  Minor Occasion- ALARP Clear LCD-Display with Touch Screen, Minor Hardly Passable Verification soft- |
Complex and control system/ ter settings a self-explaining conceiva- ware GUI 1
confusing control User Interface Unattended stop Laser-Emergency-Stop at the front ble Check list users »
and operation of treatment Blip when change of parameters manual
system !
(EN 60601-1-6, : Ergonomic arrangement of buttons |
4.2.5.1.6.2,23)
(EN 62365.4 1.
5.3, 6)
6.7 1. Unintended or  Confusing dis- Non or too minor  Critical Occasion- ALA.RP Communication display with confirmation Critical Hardly ALARP Risk verificatran
Arguable oram-  faulty setting of play low therapeutic al Change of parameters only in Stand-by and conceiva- 60601-1-4
ble

biguous display
of parameter
settings, mea-

parameters

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

effect
Over treatment
Side effects

check data during change in Ready
Self-explaining display



Form 7302 Risk analysis and control acc. to EN ISO 14971:2009

Page 5of 7
B7A2R« Asyssmecanild i

S060i-'-6 f-TS SE Vs.CSdocO

Identification number: Z1/11/02/03-01

Revision. D

a) b) 1€) ) 1e) ) g) in) h '
Ha7ards Ha2ard source Potential caus-  Potential con- . Risk assetisment ~ Risk as- Technical safety precautions to be taken Risk asse:»smen! [Residual Proof
es sequences / before the precaution sessment after precj ution (risk as-
risks sessment
Passable passable
Extentof  Occurrence ALARP Bxientof  Occurrence  p Arp
damage probaDiiity ’t:llgl passa- da,mage probability Not passable
w
suremenl resg!ts 2 Misinterpreta-  Confusing dis- Non or too minor  Critical Occasion- ALARP Clear LCD-Oisplay with Touch Screen Critical inconceiv-  Passable Venficatior, soft-
orother specifi-  tion of displayed  play therapeutic effect al Identical positions of the display values in all abie ware GUI
cations values Over treatment. user-displays
(EN 60601-1-6, Side effects
b1b223) 3. Confusing Confusing dis- Non or too minor  Critical Occasion- ALARP Clear LCO-Display with Touch Screen, Sef  Critical Inconceiv- Passable Verification soft-
display of data piay therapeutic effect al explaining able ware GUI
i Over treatment. Dispensable data only shown in sub-meous
Side effects Display of values in Sl units
,6.9, 1 Incorrect set- Visibility of dis- Non or too minor ~ Critical Occasion- ALARP Display with backlight Critical Inconceiv-  Passable Venficatior. soft-
» Insufficient visi-  ting of parame- play dunng inten-  therapeutic effect al laser emergency stop able ware GUI
- bility. audibility ters sive lightning or Over treatment Adjustable brightness of display Verification com-
and touch ability through laser adverse effects ) ) plete device
goggles Clear color design of display, also readable
(EN 60601-1-6, through laser protection glasses
14.2, 6.1, 6.2.2.3)
- (EN 62366 4 1,
J
i 1. uniniendsd Pressure by foot ~ No risk Not critical Occasion- passable no » NA NA No rise NA
. unintended b.'eak release of foot not high enough To press foot al
1of thenapy switch switch again
1{EN 60601-1-6. 2 Automatic Different safety No risk Not critical Occasion- passable no NA NA No rise NA
te.n) switch off of the controls of device al
) device
1Amiss design Design of device  Rough edges hematomas critical Occasion- ALARP design with no rough edges Minor Hardly passable Verification com- ~
1(EN 60601-1-6, al Elonceiva— plete device
e

16.1)
i (EN 62366, 4.1,
15.7)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Form 7302

Revision: D

| Hazards

Reoelive moving
fEN 60601-1-6,
6.1)

(EN 62366. 4,1,
in

Loud noise

(EN 60601-1-6
6.1)

(EN 62366, 4,1.
5.7)

7,2

No or insufficient
maintenance
specifications
(EN 60601-1-6.
5.1. 62.2.3)
(EN 62366, 4,1.
5.3, 6)

7.3

Insufficient main-
tenance

(EN 60601-1-5,
5.1, 6.2.2.3)
(EN 62366, 4.1,
5.3,6)

L

Ib)
! Hazard source

handptece

noise

1. Wrong Output

values
2, Hazard by
electrical shock

1 Wrong output

values
2. Hazard by
olectrioal shock

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

Risk analysis and control acc. to EN ISO 14971:2009

c)
Potential caus-
les

Heavy' handpiece

compressor

*Misalignment
light or optics
Failure etectnc
safety mechan-
ism

Misalignment
light or optics
Failure electric
safety mechan-
is.m

Identification number: Z1/11/02/03-01

i”) e)

Potential con-
sequences /

risks 1
i

i Extent of
; da-Tiage

)

Strain of hand

Damage cf hear- critical
ing

No or too minor
therapeutic effect
eiectnc shock
Fire hazard
Ovenrealment

Non or to minor
therapeutic effect
Overtreatment
Electric shock

Fire hazard |

Risk asse ssmenl
*before the precaution

Chntical

Chntica!

Critical

0
Risk as-
j sessment
Passao.e
Occurrence  ALARP
prchabibty Not oassa-
ble
Occas-on- ALARP
3l
Occasion- ALARP
al
Occasion- ALARP
al
Occasion- ALARP
al

Page 6 of 7

PB 7302 RsK adod(-
60601-1 e WCS SE Vs 33 docD

Member code/year/*omh/day-secuentiai number

ig)
j Technical safety precautions to be taken

weight of handpiece less than 300g

Compressor with low noise

Determination of periodically technical safely
check

Check temperature
Service manual, periodically service training

Determination of periodically safety check
(STK) in users and service manual

Instruction personnet when set-up
Notice next service date on display
Device able to clean easily

|h>
Risk asse*ksment
after precc ution

Extentof  Occuf.’ence
damage orobability
minor Inconceiv-
able
m\brise inconceiv-
able
Critical Inconceiv-
able
Critical Haidly
conceiva-
bie

iResidual
risk as-
sessment

Passaole
ACARP
Noi passable

Passable

passable

Passable

' ALARP

Ir
Proof

-H
Verification com- !
piae device

Verification com-
pletederice j

1

J
Check list user's |
manual

Check service
manual ;

f heck list user's
j manual
I instruction report
Vatidation com  j
i plete device |



Form 7302 Risk analysis and control acc. to EN ISO 14971:2008

Revision: D Identification number: Z1/11/02/03-01 e 2ge O e
_ Member code/yearrnonih/day-sequemial nutoer 60601 15 MDSSF Vs 03.C0CO
a) b) 1¢c) d) e) f) 19) b) i) i)
Hazards Hazard source Potential caus-  Potential con Risk asselisment Risk as-  ~Technical safety precautions to be taken  Risk asse<rsment Residual Proof
es sequences/ before the precaution sessment after preci ution risk as-
risks sessment
‘ Passable )
Extentof  Occurrence ALARP Extentof  QOccurrence ZEle‘?a; e
damage  probaDiHiy lk;llgl passa- damage  probabitity oy passable |1
7.4 1 Destruction of  Abrasion of ap- Nor or too minor ~ Minor " Occasion- ALARP Warning advtce in user's manual to change Minor hardly Passable yerification com  *
Missing specifi- applicator or plicator tip due to  tnerapeotic effect al applicator conceiva- plete device
cation of life time  optics long time use Side etfects ble Check list user's i
or maintenance manual
intervals 1
(EN 60601-t-6, !
5.1, 6.2.2.3) !
(EN 62366, 4.1,

.5.3, 6) L
8.2 1, Too high Too big, non- 1 Injuries during  Minor Occasion- ALARP Weight minimization Minor Inconceiv-  Passable Verification com—_
Transport dam-  weight or bad ergoncmic de- transportation al Evenly distributed waght able plete device. i
age weight spreading sigped and . 2. Harms be- No squared edges including packag- *
(EN 60601-1-6, 2. Rough edges welghtyl deY|ce, cause of weighty Integrated handle and roles ing
42,61 62.23) packaging insuf-  moving ) . 1
(EN 62366, 4 1, ficient I| Proper packaging, detectors for shipment
5.3) ﬁ. | i 1
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Risk analysis and control acc. to tR 1bU 149/1:2009

Form 7302

Identification number: 1S/11/01/26-01

Revision: D

Member code/year/month/day-seQuential number

AsdEpien®

Page 1 of 3

F8 7302 Risk Analy&»5 ana ccntrol
6060 T-1-2 ~OS SE Vs 03.cccO

Medical Product. Mediostar (NeXT) n MDD 93/42/EEC O EN60601-1-4 1996+A1:1999 [} before R&D
Iltem number: 1590 ff O EN 60601-1.2006 O EN 62304.2006 during R&D
Assessed construction level:  Pre-Serial Device O EN 60601-1-2,'2001+A1:2006 O EN 60601-1-6:2004 O after sales
Revision user's Manual: 1590 99 001 Vs.05 i LLIEN 60601-1-2:2007 O EN 60601-1-6:2007 O review reg. changed standards
Jan 11. 2011 O EN 62366:2008
Related documents:
Drawn up:
Vs. Description of change Date Name 1 Sign
01 First edition 16,06.2010 M. Kleiner ' gez. M.Kleiner
02 add on risk control measures 04 10.2010 "M Kleiner gez M.Kleiner
03 Update to new standard 26 01 2011 : 1 Streit
Checked and released; Division Date Name i Sign
Participant 1 v, i i 11 A
Participant 2 . /
Released by Uu' -+ I S 1 lTﬂﬁi,\’.. \ L

Assessment of the remaining risk / Bewertung des Gesamtrisikos

After assessment of all risks known to us the product can be classified as safe. It has to be taken into account that a certain till now unknown remaining risk can be / Nach
Abschatzung alier uns bekannten Risiken kann das Produkt als sicher eingestuft werden. Dabei ist zu berucksichtigen. dass ein gewisses bisher unbekanntes Restrisiko be-

stehen kann.

Grund fur tetzte Anderung dcs FB: Aktualisierung Normen

Formular erstellt durch FuE:

18.12,2010

Datum

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

1 Streit

Name

Formular gepruft und genehmigt durch QM:

18.12.2010 R, Thieme

Datum Name

gez, Streit
Unterschnft

gez. Thieme
Unterschrfft
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Risk analysis and control acc. to EN ISO 14971:2009
Form 7302 AscIeDi(

Page 2 of 3

Revision: D Identification number: 1S/11/01/26-01 _ _ A S
Member cQdelyear/ric’.ri/day-sequential number i 6350--2 mds Se Vs a0
a) b) 1 d) ¢ f) 9 h) 0 i
Hazards Hazard source Potential Potential con- Risk asse ssment Risk as- Technical safety precautions to be taken Risk assessment Residual pfoof
causes sequences / before the precau- sessment after prec aution risk as-
risks tion sessment
Passable Passable
i (IjExtent of Occurence Al ARP 5;:21 gf Occurrence A ARP
amage  probabilfty Nt passable 9 probabllly  Not passable
1,1 Electricity 1. application Induction of Hazardous Critcal Inconcei Passable Non Critical inconcei- Passable Not app'icable
part energy voltages vable vable
interference of
isolation by elec-
tric or magnetic
fields
2, Power supply  electromagnetic  Flash over lo Critical Inconce.- Passable Non Critical Inconce'- Passable No! applicable
effects signal lines vable vable
Harmed isolation
3. Source of Interference of Increasing- Critical Inconcei- Passable Non Critical Inconcei- Passable Not apoiicabie
Supply isolation by elec- ground leakage vable vable
tro/magnetic current
fields
1.2 Erritted heat Internal cooling Interference of Overheating Critical Incon- Passable Non Critical Inconcei- Passable No; applicable
system function by elec- ceivable vable
tric or magnetic
1 fields
1.5 hon-ionrzing 1. Internal elec- Induction of Unintended Critical Hardly ALARP Screening Critical Inconcei- Passable Test report acc,
radiation tronics including  energy change of ad- conceiv- filtering of supply line vable to 60601-1-2
i - justed parame- able
?Iectromc shut Interference of Jtus P Electro Static Discharge (ESD)-ccWpatible
er function by elec- S design
tric or magnetic
fields
113 Magnetic 1. Magnetic sen- Interference of Generally mal- Critical Hardly ALARP Use of sensors which are insensitive Critical Inconcei- Passable Check acc to
fields sors function by ex- functions conceiv- against external magnetic fields vable 60601-1-2
ternal magnetic able
fields

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



Risk analysis and control acc. to EN ISO 14971 ;2009

Form 7302 .
Asclepi®’

Page 3 of 3

f B 7302 RiSK Af'SlySiS 3Tc: conl.'o
6060’ <-2 MDS Se vs 03 elocD

Identification number: 1S/11/01/26-01

Revision D

’ N
Member coﬂe/y\e_ar. r-n_or!1ifh

:;Egnh-sequentlal rumber

a) b) c) _ ie) l 9) h) D) )
Hazards Hazard source Potential 1Potentftl con- . , Risk assessment Risk as- Technical safety precautions to be taken Risk assessment Residual Proof
causes i sequences/ ! before the precau- sessment after precaution risk as-
risks 1tion sessment
| Exient of Occu'mrence Passable Passable
:damage  probability ﬁ:}?RP - Extemof  Occurrence  a_aRP
T passable oanaoe erobaCiiiity No! passable
3.1 1 Sensitivity Insufficient Malfunction of Cdtical Occa- ALARP Constructive measurements acc to Critical Inconcei- Passable Test reoort
Electromagnetic against external  screening the device sional EN 60601-1-2 vable EN 60601-1-2
ncise fields EM-noise fields  against external  jcontrolled EMC-test of prototype
(Immunity) EMC emission of non- Monitoring of the output parameters
ionizing radiation
pulse / wrong
parameters
3.2 1 Disfunction of Electromagnetic Malfunction haz- Critical Occa- ALARP Constructive measurements acc to Critical Inconcei- Passable Test report
Electromagnetic other devices by noise fields ards by malfunc- sional EN 60601-1-2. checked at test vable EN 60601-1-2
fields EM ‘adiation (grid-bound, air)  tion of other
. devices
(Emission)
EMC at user f
patients
7.1 Faulty data # Harrned proc- Induction of Wrong output Cr lical Hardly AIARP Screening 1critical Inconcei- Passable Check acc to
transmission essor hardware  energy parameters conceiv- filtering of supply line ' vable 606G1-1-2
interference of able Electro Static Discharge (ESD)-compatib’e i
function by elec- design
tric or magnetic
fields L
2 Harmed soft-  Induction of Wrong output Critic-al Hardly ALARP Screening | Critical Inconcei-  Passable Check acc to
ware energy parameters conceiv- filtering of supply line vable 60601-1-2
able

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

interference of
function by elec-
tric or magnetic
fields

Electro Static Discharge (ESDI-compatible
design



Grund fur i.etzte Anderunp des FB: Ubersetzunq ins Englische, Erganzunq 60 601-1-6
Formular erstellt durch FuE:

18.10.07 1 Streit

................ - " — —me
gez. Streit
Datum

18.10,07 R, Thieme gez Thieme

Unterschrift

Neme Unterschrift

Name
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Risk analysis and control acc. to DIN EN ISO 14971/ ISO 14971
Form 7302 ¥ e m
Asdm%pl«n_

(in jeweils giiltiger Ausgabe entsprechend CL7321 Reievante Sicherheitsnormen) Tm(w 1

identification number: MMo/11/11/15-01 B 292078 |

Revision: C
Member code/yearfnonthi'day-seaiienl al number o3 s?ewe MBss vs QT |
a) b) 1 ¢) d) ‘e) f) ig) . h) id i)
Hazards Hazard source | Potential caus- i PoUntial con- Risk asseisment Risk as- | Technical safety precautions to be taken 1Risk asscssment iResidual } Proof
mes i sequences/ before the precau- sessment i after the precaution risk as-
| risks )ion sessment 1
1 Fxtent of Occurrence za&;agle Extent o’ Occurrence : Passable
damage probability Nt passable damage probability "y hassable
1 Power supply Contact with line  Electrica. shock  Critical ~ : Hardly ALARP 1Protective earthing of case with basic insu-  Critical Inconcei- ; Passable  Testreport DIN
11, voltage Fire conceiva- llation to hazardous voltage vable i EN 60601-1
i Electricity i accessible parts ble 1Double insulation to SIP/SOP
i | with mains volt- Double insulation to applied pads (glass
age ' laper)
Failure of basic 1Protective earth of Cooling finger 1
insulation Earthing of casing parts
2 Short circuit in - Contact with Fire Critical Hardly ALARP Conduction by protective earth conductor Critical Inconcei- Passable Test report DIN
device short-circuit conceiva- 2-pole Main fuse vable 1 EN 60601-1
current in device ble 1
1 and on the case t
Insulation defect
Failure of basic
insulation
3.1 Break of Contact with Electrical shock  Critical Hardly ALARP Basic insulation i Critical Inconcei- Passable fest report DIN
protective earth  hazardous volt- conceiva- Double insulation to SIP/SOP | vable EN 60601-1 !
conductor age ble Double insulation to applied parts | )
3.2 Supply volt-  External power  Electrical shock  Critical Hardly ALARP Applied part direct connected with earth  j criical ~ Inconceiv-  Passable Test report DIN
age on applied supply in the conceiva- (PE) . able EN 60601-1
part case of first fault ble Basic insulation ELV to earth (PE) ;
4 Moisture on Short circuit in Fire Critical Occa- ALARP Protective insulation * Critical nconcei- Passable Test report DIN
conducting parts device sional Protective earthing vable EN 60601-1
Contact with line Constructive design of case
Verification !

voltage

Ingress of mois-

ture (spillage) .
High humidity :
(condensation)

e
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Risk analysis ana control acc. to DIN hN IbU 149/1/ ISU 149/1
Asclepi*n

(in jeweils gultiger Ausgabe entsprechend CL7321 Relevante Sicherheitsnormen) _ise’

Identification number: MMo/11/11/15-01 e 2923018

Member ccde/yeaf/monih/day-sequenlial number ! 5372 6WG MDSSe Vs 0J .I0C

ib) ic)
Hazards mHazard source ] Potential caus- Potential con- , Risk assessment Risk as- Technidai safety precautions to be taken Risk assessmenl Residual Proof
. sequences / before th€ precau* sessment after the precaution risk as- t
' risks bi etion sessment
Passabl
Extent of Oceurrerke Efiiafle extentof  Occurrence isRaP ©
damage probability Nt passable damage probability passable
5 fixing of wiring Accidental de- Electrical haz- Critical Occa- ALARP Fixing of wiring and conductors by heat Crit'csl Inconcei- Passable Test report Din
1 tachment (break- ards (cable 1sional 1 " shrink tubes or tie the wires vable EN6060M
ing) of wiring breakage), burn- 1
terminal or con-  ing hazards 1
ductor J i
6. Hazard of dangerous edg-  Electrical haz- Critical wOcca- 'lALARP Construction according to EM 60601-1 Minor Inconcei- Passable west report DiN
damage by edg es ards. burning stona) Protection of edges (edge protection) vable EN 60601-1
es of wiring: hazards
material .
7. Hazard of any Wet parts of Electrical shock  Critical Occa- ALARP Closed system Critical Inconcei- Passable wes! report DIN
means of protec- liquid reservoir sional Filling of water and overfiow outside of the vable EN6C6Q1-1
tion (means of pro- device Verification
tection)
8. Hazard of any Wet parts of Electrical haz- Critical Occa- ALARP Protected earth of housing Critical Inconcei-  Passable Test report DIN j
means of protec- leakage inter- ards sional Leakage (drip) test of all Intersections of vable EN 50601-1 1
tion sections (means cooling system Verification 1
of protection)
9. Hazard ofany  Spillage on ME Electrical shock  Critical incon- ALARP Closed housing system Critical incon- ALARP -est report DIN
means of protec- device (means ceivable Protected earth of housing ceivable EN 60601-1
tion of protection) No liquid used for application, only US gel
in use ‘
1 Hand piece | Skin burning by ~ Heatup oftou-  Minor Hardly ALARP liand piece lesi duriiig production Minor nconcei-  Passable Verification
1.2 touching chable hand- conceiva- T-Sensor in hand piece vable j complete device
Emitted heat piece parts by ble Warning advice m user's manual ‘ Check list Us-
scattered radia- er's manual
; tion
2. Hand piece Skin burning by  Skin cooling Minor Hardly ALARP Temperature control: Minor nconcei- i Passable verification
touching damaged conceiva- cooling finger cold side, vabie i software
ble Warning advice in user's manual Check list Us-
er's manual

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



Risk analysis and control acc. to DIN tN ISO 14971/ ISO 14971

Form 7302

Revision C

a

Hazards

1.5.
Non-ionizing
radiation

b)

Hazard source

-4-
j 3. Wiring/ mate-
i rials resistance

to heat

; 1 Non-ioniZ'ng
i radiation

2 unintentionally
re'ease of Non-
ionizing radiation

3 Laser radia-
tion

4. Laser radia-
tion after release
of foot switch

(in jeweils guitiger Ausgabe entsprechend CL7321 Relevante Sicherheifsnormenj

Po’ential caus-
es

Burning and
melting of mate-
rial

Unauthorized
use
Incorrect use

Uncontrolled
activation of foot
switch

Use of laser
without eye pro-
tection

Footswitch dam-
age,

Short circuit
signal line to
ground potential.
Malfunction con-
troller

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

| Potential con-

| Burning and
'insurance

Identification number; MMo/11/11/15-01

d

sequences /

risks i tion

E,xieni of

damage

Critical

Eye damage of | Critical
patients, user

service techni-

cian, uninvolved

persons
Injuries by fright

Eye damage Critical
Hazards pa-

ticnis, users or
uninvolved per-

sons

Eye damage Critical

Eye damage Critical
Hazards pa-

tients, users or
uninvolved per-

sons

Risk assessment
before the precau-

r
Risk as-
: sessmcnt
| Passable
robabiiry | ACARP
P v j Not passable
Occa- I A1ARP
sional
Occa- ALARP
sional
| Occa- ALARP
! sional
| Hardly ALARP
conceiva-
ble
Occa- ALARP
sional

Member codel/year/rronth.-day-seGuentlal number

)

Technical safety precautions to be taken mRisk assessment

Wiring and material parameters according
the standard

Constructive protection measures in acc.
to EN 60825 HA4 (protective case, distant
interlock, key-switch, laser emission dis-

play)

Warning and user labels on device
Laser goggles for patients, users and
technicians

Advice in user’s manual

Trained staff

Foot-switch with coverage
Standby-Ready Circuit
Electronically shutter

Waohtdog, Laser-emerg”cy stop
Warning advice in user'i manuat.

Laser protection before activating READY
Mode

Advice in user's manual

Foot-switch with two independents switch
Electronically shutter.

Wachtdog,

Laser-Emergency stop

Asclepi#n

----- L
Page 4 of 8
FB 7302 ftisK A.islyiis <gpu
S3, 42 evWG WPS SE V« 03 lig.
d) f )
Residual Proof
i after the precaution risk as-
sessment
Extern of occurrence PasssDie
i damege probebiliiy ALARP
Not passabie
. Crilicai Inconcei- Passable CL safety rele-
| vable vant materials.
Sail pressure
test
Critical Hardly ALARP verification
conceiva- software
ble CL EN 60825-1
CL EN 60601-2-
22
Verification
complete device
Check-list
User's manual
Critical Hardly ALARP CL safety rele-
conceiva- vant materials
ble verification
software
CL EN 60601-2-
22
Critical nponcei- Passable Check-list
vable User's manual
Critical Hardly Passable Verifioalion
conceiva- complete device
ble



Risk analysis and control acc. to DIsS tR |bU 14971/ iSO 14971 .

Form 7302 Lo
Ascieoi In
(in jev/eils giiltiger Ausgabe entsprechend CL7321 Relevante Sicherheitsnormen) -asc* TaHeogM
- ey : Page 5 cf 8
Revision: C Identification number; MMo0/11/11/15-01 Fo 7302 Anove:s ans conio
rdembe" codel/yeadrrign'h'day-sequentiai nur>ber 93 42 EWG MDS SE Vs ["iicc
1a) |b) lc) d) le) 1f) 9) . h) i) )
1 Hazards I Hazard source 1Potential caus  Potential con Risk assessment Risk as- Technical safety precautions to be taken 1Risk assessment IResidual Proof
i es sequenots ' before thE precau- sessment after the precaution irisk as-
risks tion ! sessment
Extent of Occurrence IZaZSRagIe Extent of Occurre."ce PEZSRaSle
damage ' damage orcbabiiit;
g probabiijty Not passable g Y Not passable |
5 Laser radia- Malfirnction con-  Eye damage Critical Occa- ‘alarp Electronically shutter independents of con  Critical Hardly Passable | 'Verificatior
lion without acti- trolier, Hazards pa- slonal! j trolier. conceiva- Lcomplete oevtce
nation of foot Software-Fault ~!tents. users or Hardware control after start Ready-Mode, ble Software Verifi-
switch j uninvolved per- cation
‘ sons Laser-Emergency stop,
( Automatically "Standby-Mode" after
1 1 i inactivity
Foot-switch with two independents switch
acoustic warnino
6. Non-ionizing Radiatio.n of Combustion Critical Occa- j ALARP Advice in user's manual Critical Hardly ALARP Check-list
radiation inflammable or smoke poisoning sional instruction of the staff conceiva- User's manual
etxploswe sub- T-Sensor in handpiecce ble CL safety 'sele-
stances vant materials
Fire or explosion
17 Complete device Independent Injury and haz Minor Occa- ALARP no moveable device, (able top Minor Inconcei- passable Check-list
Unintended action o' wheels ard of person sional vable EN 60601-1
moving and surrounding User's manual
devices
1. Burst tank Damage of Injury and haz- Minor Hardly ALARP Product of pressure ana volume is less Minor Inconcei-  passable .
110 (compressor) pressure vessels ard of person conceiva- than 200kPa 1 vable
Pressure (explosions) and surrounding ble Internal pressure control (compressor sys-
devices tem)
Pressure relieve device
2. active pres- Failure of pres- Injury and haz- Minor Hardly ALARP Metal housing Minor nconcei-  passable
sure relieve de- sure control ard of person conceiva- vable
vice and surrounding ble
devices
21 1. Hand-piece Hand-piece not Infection envi- Miner Hardly ALARP Hand-piece able to disinfect Minor nconcei- Passable Check-iist us-
Biological con- cleaned ronment caused conceiva- Advice in user's manual /able er's manual
tamination | by contaminated ble Instruction of the staff

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

hand-piece



Risk analysis and control acc. to DIN EN ISO 14971/ ISO 14971

(in jeweils gultiger Ausgabe entsprechend CL.7321 Relevante Sicherheitsnormen)

Asclepi«n
! TeddicoK M

Form 7302

Page 6 of 8
f8 TR R«AMwsaDna-td

93 "2 ewn MDSSc Vs :4 dnr

Identification number: MMo/l 1/11/15-01

Revision: C
Vember code/year/month'day-sequenlial numbP’

| D

(a) \b) c) d) "e) i 9) |
: Hazards Hazard source  Potential caus- Potential con-  Risk asse >sment 14isk as- | Technical safety precautions to be taken j Risk assessmenl iResidual Proof
es sequence*/ tpefore the precau- ] sessment | | after the precaution  risk as-
risks fion sessment
Passable
! Extent ot Occurrence Passable Extent 0* Occurrence ALARP
‘ damage prcbabiiity ALARP damage pmfcability
9 Not passable Not oassable
122, 1. Infection re- Contact with not : Infection Minor Hardly ALARP Using of biocompatible materials on con-  : Minor Inconcei- Passade Check-list EN
1Biological in- spectively irrita-  biocompatible i irntation conceiva- tact points ! vable ISO 0993-1
compatibilUy tion by contact materials | ble |
with applicator
2 5. 1 Hand-piece Hand-piece not j Infection of ther-  Minor Hardly ALARP Instruction of the staff | Minor Inconcei-  Passable Check-list us-
Allergenicity cleaned lapy location by conceiva- Advice m user's manual j ilvable er's manual
(hypersensitivity ! contaminated ble :
to substances) hand-piece i
2 10 1, Hand-piece Hand-piece not Infection of ther-  Minor hardly ALARP Instruction of the staff Minor Inconcei- Passable Check-list us-
Re- andtor cross cleaned and apy location by j conceiva- Advice in user's manual vable er's manua
infection sterilized >corilanninated ; ble j
__________________________ _| har:d-piece i |
3.3. 1 Uncontrolled Under- or over- j Incorrect therapy Minor Occa- ALARP voltage-input with rated voltage tolerance Minor Inconcei-  Passable Verificalion i
! insufficient function voltage | caused by incor- sional of £ 10% vable complete device |
I'energy supply Lrect Non-ionizing Monitoring Output parameter Test report DIN
| radiation power EN 60601-1
3.d. 1. Failure of Cable break Incorrect therapy Minor Hardly ALARP Temperature monitoring and shutdown at Mrnof Inconcei-  Passable Test report DIN
Insufficient cool-  ventilator overheating by low Non- conceiva- increased temperatures vable EN 60601-1
ant supply / re- ionizing radiation ble Constructive secure cable laying *
striction of cool- power
ing
2. Coolant Blockage, leak Ove.rheating Critical Occa- Not passable - Temperature monitor Critical Hardly ALARP Verification
in cooling sys- Laserdiode and sional mFlowsensor conceiv- softv/are
tem system - Advice in user's manual able !
3.5, 1. Too hot Too high envi- Overheating of Minor Occa- ALARP mtemperature sensor Minor Hardly ALARP Verfication |
Storage and ronmental tem- device sional Advice in user’s manual conceiva- sofhivare i
oPerating oul—l perature Deviation of Dle Check-list us- i
S'de the speci- Non-lonizing i | er's manua

fied ambient
conditions
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radiation param-
eters



Risk analysis arw control acc. to DIN Ebl jSO 14971/ (SO 14971

Form 7302 ;

Revision C

a) |

Hazards Hazard source
2. Too moistly
3. Too cold
4. too moistly

37 1 Touch of ac-

Accidentally cessible parts,

mechanic dam-
age

5 15.
Arras and
square edges

53

Insufficient
specs of hvo
applied accesso-
ries

6.6.

Arguable or in-
explicit status of
device

uncontrolled
Non-ionizing
radiation
Hazard of inju-
ries by edges,
cant over
Exchange of
wrong accesso-
ries

1- Uncontrolled
function

L

Ic)

Potential caus-
es

1

Too high air
humidity

mAmbient tem-
peraluie under
0"C

j Humidity outside

1standard condi-

j tions

, Mechanic dam-

{age on case

Defects in con-
struction, pro-
duction

Use not suitable
accessories

Solfaclivation or
malfunction of
user interface,
control system

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

(in jeweils gultiger Ausgabe entsprechend CL7321 Relevante Siclierheitsnormen)

Identification number: MMo/11/11/15-01

Member codel/year/month/day-sequential number

d)

Potential con-
sequences /
risks

Sho.rf circuit in
device caused
by leakage path
Aire hazard.
Electrical shock

Freezing cooiani

Electrical break-
down

Electrical shock.
Eye damage by
Non-ionizing
radiation, Inju-
ries

injuries of meo-
ics Of patients

Electrical shock.
Eye damage by
Non-ionizing
radiation Inju-
ries

Incorrect therapy
fire

le)

Risk assessmcnt
before tht precau-

lion

Extent of
damage

Critical

Minor

Critical

Critical

Minor

Minor

Critical

i Occurrence
probability

Occa-
sional

Occa-
sional

incon-
ceivable

Hardly
conceiva-
ble

hardly
conceiva-
ble

Hardly

conceiva-
ble

Hardly
conceiva-
ble

Laser-EMERGENCY-STOP, key switch
and all-pole main switch for hazardous
shut down

i h)

f) i9
Risk as- 1Technical safety precautions to be taken i Risk assessment
sessment i after the pfecaulion
leliiz;agle Extent of Occurrence
Not passable | damage probob'lity
ALARP Protective ea.dhing Critical Inconcei-
Protective insulation of protective conduc- vable
; 1tor
ALARP Temperature sensor Minor Hardly
j Advice in user s manual conceiva-
ble
~Passable Only use in house, controlled ambient
conoilions
No risk measures necessary
ALARP Robust case device and handpiece Critical Inconcei-
Advice in user's manual vable
Transport package
ALARP Con.struction according to EM 60601-1 Minor Inconcei-
( y vable
ALARP Special hand piece interface (mechanical Minor nconcei-
and electrical) vable
Code protected hand piece
instructions in user's manual
ALARP Electrical and EMC-safe construction of Critical nconcei-
device vable
Check function when switch on and switch
ready

Asdeoi«n
JC ,

re

Page 7 of 8
A A=

43.42 €nc MD3SE Vi QAdoc

Residual
risk as-
sessment

Passable
ALARP
Not passable

Passable

ALARP

Passable

Passable

Passable
|

Passable

)

Proof

Test reoort DIN
EN 60601-1

Verification
software

CL user manual

Check-list us-
er's manual
Test report
EN 60601-1

Test report DIN
EN 60601-1

Verification of
laser

Checklist user
manual

o - — i
Test report DIN
EN 60601-1

Test report DIN
EN 60601-1-2

J

[
j
!



(in jeweils gultiger Ausgabe entsprechend CL7321 Relevante Sicherfieitsnormen) Us«f
si identificati ber: IVfVlo/11/11/15-01 Page 8 of 8
Revision, C laentification number: VIO -
_ N'en ber code,/ea-mcnr-.'oa'rsequeri'al nu-ibe- j BLVCMB I \5:4@
a) b) Ic) nd) e %) 9 'h
Hazards Hazard source | Potential caus- 1Potential cortj Risk assessment Risk as- . Technical safety precautions to be taken 1R sk assessment ‘Residual | Proof
es ;sequences/’ before the precau- sessment lafter the precaution irisk as- i
risks 1tion jsessment ]
Extentof ! Occurrence ZﬁsRag le | Extentof i Occuii-ence ) Passag,e |
! damace  1probabilty  \o acsapie damage pobabiily INH passable |
17,5. 1 Hazard by Transport dam 1Electric shock Critical Hardly ALARP Construction according to FN606f)1'l Critical JInconcer J Passable Test report Din
.lLoss elgctric.all electrical s.hock age Injuries cgnceiva— | vable EN606CM .
i mec.hamcal in or mechanical FaHure of safety  gye carnage by Die i
tegrity exposure or equipment laser radiation
emitted Non- 1
ionizing radiation
7.8, 1.Incorrect out-  Wrontj adjust- Electrical shock  Critical Occa AIARP Determination of annual safety technical Critical Hardly ALARP Cneck-list us- ]
Deterioration of  pul values ment laser or non or too minor I sional control in the user's manual and service conceiva- er's manual |
;'unction as re- i 2. electric shock  optics therapeutic ef- manual b-e users briefing |
suit of repeated | Failure of safety  fect instruction of the staff when setting up protocol
using 1 equipment 1
79 Failure of auto-  Failure of laser Electric shock Critical I Occa- ALARP electronic shutter Critical Inconcei-  Passable Verification
: Breakdo”vn de- matic shutoff protection device eye damage by 1sional Watch-dog system vable software
I vi H . P .
EI.\fm':Ie ”7?)9“02 by unco}ntrtl)ll‘ed Falllure of safely laser radiation Determination of annual safety technical Check-hst us- j
dal ure [ break- Non-ionizing device 11 control in the user's manual and service er's manual
nz‘gtnp(;?tm po- radiation emis-  Failure trans- | manual use.i-s briefing
sion mission system yinstruction of the staff when setting up i protocol
Regular control of homogenous beam pal- | 1 1
i tern by burn paper
8 Breakdown 1 Failuie of air Too less baro- Electrical shock  Cntical ] Occa- ALARP Designed to fulfill the requirements of pa- Critical nconcei- Passable Check by in- I
air clearance [clearance insula- metric pressure 1sional tient protection till an altitude cf 3000m rable speclior 1
1tion (Standard requirements of 3" edition I
1 60601-1)

Risk analysis and control acc. to DIN EN ISO 149/1/ ISO 14971

1

kS
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IEC 62366/ EN 62366 : 2008

Medical devices
Application of usability engineering to medical

devices
ldentifikationsnummer:Z21/2011/03/31-01 fiislg E]&\égg'}i
159x VS CI 21-2011 03-31'
o Kurzel/JahrfMclnatA™_Ifd Nr oL m
Date of issU€ .....ccceciciicciivicicieee s 313011
Total number of pages......coccceene. : 15
Testing Laboratory ... ; Asclepion Laser Technologies GmbH
AdAdresSS i ;. Briisseler StraBe 10
07747 Jena T
Tested by;
m/n . U/ Ml irui’\'m.ffmm“ir/ ...... H w>Ix .-viU
Date / Name /  Signature
Released by:
3 L t; .h n
Dale / Name/ Signature
Test specification:
L
Standard ... : ieC 62366:2007(ed.1)/ EN 62366; 2008
Test procedure . .eeeneeiinecene : CB
Non-standard test N/A
method......ccceeeee :
Test Report Form No............. IEC62366A
Test Report Form Originator. TUV Rheinland Product Safety GmbH
Master TRF ..o Dated 2008-07

This report is not valid as a CB Test Report unless signed by an approved CB Testing Laborato y
and appended to a CB Test Certificate issued by an NCB in accordance with IECEE 02.

Test item description.....cccecevencenn Laser device

Trade MarK . MeDioStar SE 159x

(advancement of MeDioStar XT/miXT 153x

Proof of usability of the existing device:

FB 73511 Review 2011 MeDioStar XT-miXT ZI-2011-03-28-021
Manufacturer.............. Asclepion Laser Technologies

Model/Type reference.

RatingsS..cccceveeiieiieie

Grund fur letTle Anderung der CL, Ersterstellung

CL erstellt durch ProLeoseigner FuF,; CL ggjryft unci Ireipegeben durch OM
25.03.09 1 Streit gez. Streil 25.03.09 R. Thieme gez. Tineme
iU * Hini>» . riHm Hafr- {
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IEC 62366/ EN 62366 2008
CL 73523 Medical devices

Application of usability engineering to medical

devices
Anderungs- ldentifikationsnummer.: Seite ? vop 15
CL /3523 6M62»105
Index: A 159» V< OL 11-K." « "M |
Kijrzel/Jahr lvionat/Tag-Ifd. Nr 0L HI

Testing procedure and testing location:

(0] CB Testing Laboratory:

Testing location/ address.......cccceee.ne. :

Q Associated CB TestLaboratory:

Testing location/ address.......ccee....... :

Tested by (name + signature)..:
Approved by (+ signature).......:
(0] Testing procedure: TMP
Tested by (name + signature)..;
Approved by (+ signature)........ ;

Testing location/ address.......ccccveene.

Q Testing procedure: WMT
Tested by (name + signature)..:
Witnessed by (+ signature).......:
Approved by (+ signature).......:

Testing location/ address................... :

n Testing procedure: SMT
Tested by (name + signature)..:
Approved by (+ signature)........ :
Supervised by (+ signature)....:

Testing location/ address............ :

(0] Testing procedure: RMT
Tested by (name + signature)..:
Approved by (+ signature)........ ;
Supervised by (+ signature)....:

Testing location/address.......ccce........ :
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IEC 62366/ EN 62366 : 2008

CL 73523 Medical devices
Application of usability engineering to medical
devices
- ifikati Seite 3 von 15
Anderungs Identifikationsnummer. Seite 3won 15

159xVs.01 zf-2011
rtf

Summary of testing:

Tests performed (name of test and test clause):  Testing location:

Asclepion Laser Technologies
Briisseler Str. 10
D-07747 Jena

Germany

Summary of compliance with National Differences:

Conformity evaluation according to EN 62366:2008
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IEC 62366/ EN 62366 : 2008

CL 73523 Medical devices
Application of usability engineering to medical
devices
Anderungs- ldentifikationsnummer.; Seite 4 von 15 :
Index; A CL /3523 EN 6236~

\59j VsOI ZI-20f “Un- i
Kur2elliabr/Monalslaa-1°c1. Nf a '

Copy of marking plate

Asclepjon Laser Technologies GmbH
07747 Jena, Brusseler StraBe 10, Germany

Model: 159X * MedioStar
123
XL B
SIN: 159X00102
d 12/2010
100-240 Vac
C€ 1275 1 50/60 Hz 1500 VA
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IEC 62366/ EN 62366 : 2008

CL 73523 Medical devices
Application of usability engineering to medical
_ ___devices
ifi i . Seile 5von IS
Anderungs- ldentifikationsnummer.: Selle 5von |5
Index; A 199-Vs0l 21-204 113-3-
Kurzel/Jahr/Mmal/Tag-lfd. Nt o 01 m
Test item particulars........ccccceeenneee.
Classification of installation and
USD.....iiiiriiiiirieereeeeennn :
Supply connection
Context of Use
Abbreviations used in the report:
s il - Usability Engineering: UE - Risk analysis: RA
- User interface: Ul - Risk management: RM

- Primary operating function; POP

Possible test case verdicts;

- test case does not apply to the test object........ ;o N/A

- test object does meet the requirement.............. : Pass (P)
- test object does not meet the requirement........ : Fail (F)
Testing:

Date of receipt of test items

Date(s) of performance of testsS ....ccooviieiniiicienee :
General remarks:

The test results presented in this report relate only to the object tested.
This report shall not be reproduced, except in full, without the written approval of the Issuing
testing laboratory.

"(see Enclosure #)" refers to additional information appended to the report.
"(see appended table)" refers to a table appended to the report.
Throughout this report, a point (coma) is used as the decimal separator.
List of test equipment must be kept on file and available for review.

This Test Report contains the general safety requirements as related to the usability of Medical
Equipment.
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IEC 62366/ EN 62366 : 2008
Medical devices

CL 73523 o - ' _ _
Application of usability engineering to medical
devices
Andemngs- ldentifikationsnummer.: Seile 6 von 15
Index A Wﬁ%@&?ﬁfcﬁi
Kurzel/Jahr/Monai*ag Ifd- Nr X .
General product information:
Specification MeDioStar

Device model
Display

Operator guidance
Cooling

Door interlock connector

Laser warning lamp

Permissible ambient
conditions

Permissible transport and
storage conditions

Dimensions

Weight

Power requirements
Main fuse

Overvoltage category

Max peak of mains voltage
Max, nominal mains voltage

Classification according to
RL 93M2/EhC

Operating mode

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

Floor-based unit

8.4" LCD display
Touchscreen

Internal cooling cycle

5V /10 mA

Potential-free relay contact
max. 24 V/ 1 A (make contact)

Temperature, 15°Cto 30 °C
rel. air humidity; max. 70 % (no condensation)
height: max 2000m above sea level
Temperature: 0°C to +50"C

rel. air humidity: 10 % to 95 % (no condensation)
365 X 560 x 465 mm (W x D x H)
without handles and handpiece holder

ca. 35 kg
100 -240VAC, 50/60 Hz, max. 1500 VA
overcurrent release 16A, medium slow-blow

Il (EC 60664-1)

V MT peak = 2500V peak
V MN r.m.s. = 300V r ms.

The device has been designed for continuous operation
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Application of usability engineering to medical
devices
Anderungs- ldentifikationsnummer.: Seite 7von 15
Index; A |59sz.01Ozl|é0n 03 31-

Kurzel/Jahr/Monat/Tag-Ifd. Nr

Specification MeDioStar

Laser model High-power diode laser array
Wavelength 800 - 950 nm

| aser class 4

Required laser safety goggles
(acc. To DIN EN 207: 2009) 800 - 950 nm D LBS

Pulse duration max. 400 ms (depending on the mode and handpiece)

Pulse energy max. 60 J
Pulse frequency max. 12 Hz (depending on the mode and handpiece)

) . standard: 13x10 mm’ (STD)
Spot sizes (handpieces) optional:  4x3mm’ (VAS)

8x6 mm’ (HP)
Tolerance of output power
t20 %

Laser beam mode multimode

Laser beam diameter at the
) see spot sizes
handpiece output

max 44 Jicm’ @ spot size 13x10 mm’
Energy density max. 90 J/cm’ @ spot size 8x 6 mm’

max. 210 J/Jcm’ @ spot size 4 x 3 mm’

Beam divergence at the typ 400 mrad @ handpiece STD
handpiece output (round angle, typ. 700 mrad @ handpiece HP
ver) typ. 600 mrad @ handpiece VAS

Nominal ocular hazard distance

(with handpiece) 3 m

Protection class of the part used B
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IEC 62366/ EN 62366 :

Medical devices

2008

CL 73523 Application of usability engineering to medica
devices
Anderungs- ldentifikationsnummer.: Z1/2011/03/31-01  Seite
Index: A

4.1

4,11

4.1.2

4.1.3

4.2

Kurzel/Jahr/MonatAag-Ifd, Nr

GENERAL REQUIREMENTS
General Requirements
Usability Engineering Process

Has the manufacturer established,
documented and maintained a usability
engineering process to provide Safety for the
patient, user and others related to usability for
the product?

Does the Process addressed user INTERActions
with the MEDICAL device according to the
accompanying document including, but not
limited to transport, storage, installation,
operation, maintenance, repair and disposal?

Residual risk

Are Residual Risks associated with Usability of
the medical Device presumed to be acceptable,
unless there is objective evidence to the
contrary and documented?

Information for Safety

manufacturer subject the information for safety
used as a risk control to the usability
ENGINEERING PROCESS {e.g., Warnings or
limitation of use in the accompanying
documents, marking, etc.) in the UE file and
Accompanying documents.

Disregarding such information for safety is
considered beyond any further reasonable
means of risk control

Usability Engineering File

The results of the usability engineering process
are recorded in the usability engineering file

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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t59>Vi01 0 20f j331

FB 7302 Rise analysis and
control 60601-1-6 MDS SE
ITs03- Zi/11/02/03-01-
Konformitatsakte MeDioStar
002/10, 7.2.2

User Manual

1590 99 001 (deutsch)

1590 99 002 (english)
Konformitatsakte MeDioStar
002/10, 2.4

FB 7302 Rise analysis and
control 60601-1-6 MDS SE
\/s 03- Z1/11/02/03-01-
Konformitatsakte MeDioStar
002/10, 7.2.2

User Manual

1590 99 001 (deutsch)

1590 99 002 (english)
Konformitatsakte MeDioStar
002/10, 2.4

incl. labeling as specified in
this document

FB 7302 Rise analysis and
control 60601-1-6 MDS SE
Vs03- Z1/11/02/03-01-
Konformitatsakte MeDioStar
002/10, 7.2.2

FB 7351 Validierg
Gebrauchstgkt MDS NeXT
Vs.01 Z1/2011/03/29-1
Konformitatsakte MeDioStar
002/10, 7.6

91 fi!
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IEC 62366/EN 62366 2008

Medical devices
CL 73523 o o ) . .
Application of usability engineering to medical
djBvices _ .
mi~-
Anderungs- ldentifikationsnummer.: Z1/2011/03/31-01 &g 10 vol 15
Index' A ISJMO(I{LZO' a
Kunzel/Jahr/MonalAag-Ifd, Nr_ it
5.3 Identification of hazards and hazardous situations related to usability
53,1 Identification of characteristics to safety
Identification of characteristics related to FB 7302 Rise analysis and
SAFETY (part of a risk analysis) that focuses on  control 60601-1-6 MDS SE
USABILITY performed according to 1SO \/s 03- ZI/11/02/03-01-
14971:2007, 4.2. Konformitaisakte McDioStar
002/10, 7.2.2
During the identification characteristics related P
to SAFETY, the following are considered:
- application specification, including USER
PROFiILE(s); and
-frequently used functions.
Results of this identification characteristics
related to Safety recorded in the usability
ENGINEERING FILE
5.3.2 Identification of known or foreseeable hazards and hazardous situations

MANUFACTURER has identified known or
foreseeable hazards (part of a risk analysis)
related to usability according to 1SO
14971:2007, 4.3,

FB 7302 Rise analysis and
Identification of hazards considered hazards t0 ¢gontrol 60601-1-6 MDS SE

PATIENTS, users and other persons \/s 03 - Z1/11/02/03-01-
Reasonably foreseeable sequences or Konformitatsakte MeDioStar
combinations of events involving the user 002/10, 7.2.2

INTERFACE that Can result in a hazardous
SITUATION associated with the medical device
were identified. The severity of the resulting
possible HARM is determined.
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IEC 62366/ EN 62366 ; 2008

CL 73523 Medical devices

Application of usability engineering to medical
devices

anderungs- ldentifikationsnummer.: ZS/2011/03/31-01

5.4

5.5

Kurzet/Jahr/Monal/Taqg-Ifd Nr

During the identification of hazards and
HAZARDOUS SITUATIONS, the following was
considered:

-application specification, including user
ROFILE(S);

-task related requirements;

- context of use;

- information on hazards and hazardous
SITUATIONS known for existing user interfaces
of MEDICAL DEVICES of 3 similar type, if
available;

- preliminary use scenarios;

- possible USE ERRORS;

- if an incorrect mental model of the operation
of the MEDICAL DEVICE C3l1 cause a use error
resulting in a hazardous situation; and

- results of the review of the user interface

The results of this identification of hazards,

hazardous situations and severity are recorded

in the usability engineering file.

Primary operating functions

The manufacturer has determined the primary
operating functions and recorded in the
usability engineering file

Seite 11 von

a 73573 FN ojaof. m

(sskvsd rlrorw-3.
dm

Appendix la of FB 7351
Validierg Gebrauchstgkt

MDS NeXT Vs.01 ZI-2011-03

The inputs to the primary operating functions 20-1

include frequently used functions and Konformitatsakte MeDioStar
functions related to Safety of the Medical 002/10, 7.6

Device

Usability Specification

manufacturer developed a usability
specification recorded in the usability Fe )
ENGINEERING FILE as part Of the USABILITY specification
ENGINEERING PROCESS FB 7321 Lastenheft

according to requirement

MeDioStar SE 21/10/11/18-1
The USABILITY SPECIFICATION recorded in usability Konformitatsakte MeDioStar

ENGINEERING FILE. The USABILITY SPECIFICATION may 002/10,5.1
be integrated into other specifications

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

15
1,

|
oo
|
)



IEC 62366/ EN 62366 ; 2008

CL 73523 Medical devices

anderungs- ldentifikationsnummer.; Z1/2011/03/31-01

5.6

Application of usability engineering to medical
devices

Cl '3b23 rNo/Jl-.
159xVs.0) 71 2011

Kur7el/J3hr/Manatn'ag-I(d. Nr

The USABILITY SPECIFICATION includes:
application specification;
PRIMARY OPERATING FUNCTIONS

-HAZARDS and Hazardous Situations related to
the Usability; and

known or foreseeable use errors associated
with the Medical Device

The usability specification describes at least:

USE scenarios related to the primary operating
functions equipment, including

-frequent Use Scenarios, and

- reasonably foreseeable worst case

Use Scenarios;

- User Interface requirements for the primary
operating functions equipment including those
to mitigate Risk;

- Requirements for determining whether
PRIMARY operating FUNCTIONS are easily
recognizable by the User.

Usability validation plan

The MANUFACTURER has developed and The validation was focused
maintains a usability validation plan to the changes to the

specifying: MeDioStar XT/miXT 153x

FB 7351 Validierg
Gebrauchstgkt MDS NeXT
Vs.01 Zt/2011/03/29-1
Konformitatsakto MeDioStar
002/10, 7.6

- any method used for validation of the
USABILITY of the PRIMARY OPERATING FUNCTIONS;

- the criteria for determining successful
VALIDATION of the USABILITY of the PRIMARY
OPERATING FUNCTIONS based on the USABILITY
specification; and

- the involvement of representative intended N;/!

USERS

USABILITY VALIDATION performed in a laboratory Ui

S ELIN G e
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CL 73523 Application of usability engineering to medical
devices -
andenngs-  ldentifikationsnummer.: Z1/2011/03/31-01  Seite 13 von 15
Index: A |

159*Vi.0l ZI-20n ™3 31
3

Kurzel/Jahr/Monat/Tag-Ifd. Nr

USABILITY VALIDATION performed in a simulated P
USE ENVIFONM €N Teiiiiiiiiiiiieeeeee et :
USABILITY VALIDATION performed in the actual use - N/A
ENVIFONM Nt
The USABILITY VALIDATION plan addresses: The validation was focused P
to the changes
-frequent Use Scenarios, and
- reasonably foreseeable worst case USE 9
SCENARIOS
that are identified in the usability specification S
The USABILITY validation plan recorded in the P
usability engineering file
5.7 User INTERFACE design and implementation
MANUFACTURER designed and implemented the Prgof of usapility of the P
user INTERFACE as described in the usability existing device:
Specification utilizing, as appropriate, usability FB 73511 Review 2011
ENGINEERING methods and techniques MeDioStar XT-miXT ZI-2011-
03-28-02
FB 7351 Validierg
Gebrauchstgkt MDS NeXT
Vs.01 Z1/2011/03/29-1
Konformitatsaktc MeDioStar
002/10, 7.6
5.8 Usability verification
Manufacturer verified the implementation of FB 7351 Verifizierung MDS P
the Medical Device User interface design SE Vs.01 110308
according to the usability specification MMO/11/03/08-01
. . . Konformitatsakte MeDioStar
The results of the verification are recorded in 002/10 7.9 P
USABILITY ENGINEERING FILE v
5.9 Usability Validation
The manufacturer has validated the Usability FB 7351 Validierg P
of the Medical Device according to the usability Gebrauchstgkt MDS NeXT
validation plan Vs.01 Z1/2011/03/29-1
. Konformitatsakte MeDioStar
The results are recorded in the usability P

ENGINEERING FILE

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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CL 73523 o Medl_c_al dew_ces _ _
Application of usability engineering to medical
devices
Anderungs- ildentifikationsnummer.: Z1/2011/03/31-01  Seite 14 von 1
Index: A 153KVS.0l 2'20° 31
_J<i”ellJahr/Monat/rag-IM. Nr Qm

For the acceptance criteria documented in the N/A
USABILITY VALIDATION plan that are not met:

- further User Interface design and
implementation activities are performed; or

- if further improvement is not practicable, the
manufacturer may gather and review data
and literature to determine if the medical
benefits of the intended use outweigh the risk
arising from usability problems

To perform this step, the manufacturer needs to estimate
the Risk arising from usabitity problems.

ACCOIVIPANYING DOCUMENTS

The Accompanying document includes a
summary of the Medical Device application
specification

A concise description of the Medical Device, its
operating principles, significant physical and
performance characteristics and intended
User Profile are included in the Accompanying

User Manual
document

1590 99 001 (deutsch)
The Accompanying document is written at a level 1590 99 002 (english)
consistent with the intended operator profile  Konformitatsakte MeDioStar

. . 002/10, 2.4
The Accompanying document for equipment are, N/A

optionally, provided electronically

Usability engineering process includes the N/A
information that will need to be provided as a

hard copy or as markings on Medical Device

when accompanying documents are provided

electronically

TRAINING AND MATERIALS FOR TFtAINING

The required training on the medical device for N/A
safe and effective use of primary operating
functions by the intended User is given by;

- necessary training materials provided by the  No special training N/A
manufacturer; necessary

necessary training materials are available; or N/A

*the manufacturer provides training N/A
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Medical devices
CL 73523 Application of usability engineering to medical
devices
anderungs- ldentifikationsnummer.; Z1/2011/03/31 -01
Index. A Vi@ 201. 51
KurzellJahr/MonatAag-Ilfd Nr oL (i
The Accompanying document describes the N/A

available training options

(Recommendation: accompanying document
include the suggested duration and frequency
of such training)

Intended use and user profile(s) are the basis for N/A
TRAINING and training material

List of documents make up the UE file

4.2 Document title Version

CL 73523 EN 62366 MDS 159x Vs.01 ZI-2011-03-31-01 01
Z1/11/03/31-01

CL 7364 EN 1041 MDS 159x Vs.01 01
1S/11/03/15-Q2
CL 7364 EN 60601-1-6 MDS 159x Vs.01 01

Z1-2011-03-30-01
FB 7351 Validlerg Gebrauchstgkt MDS NeXT Vs.01 01
Z1-2011-03-29-1

Anl la.u FB 7351- Val Gebrtgikt MDS - Hauptbedien POFs 01
Z1-07-03-12-1

Anl 1b . u FB 7351 - Val Gebrtlkt MDS - Software-Ergonomie-Akte o1
Anl 1c: UFB 7351 - Val Gebrtgikt MDS - Zusammenfassung Evaluierung 01
GUI

Anl 2 zu FB 7351 - Val Gebrtlkt MDS - Parameterfeld 03-11 01
FB 73511 Review 2011 MeDioStar XT-miXT 01

Z1-2011-03-28-02

FB 73511 Review 2011 Anl.3 01
Z1-11-03-28-01
FB 7321 Lastenheft MeDiostar SE Vs02 02

Z1/10/11/18-1

supplementary information: Files for rise analysis and control see chapter 7.2.2
of Konformitafsakte MeDioStar 002/10, 7.2.2
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Applied standard:
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Identification number: Z1/2011/03/30-01
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MeDioStar

159x Xx=1.9

Asdepion Laser Technologies GmbH
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. Revision index Identification number; ZI/2011/03/30-01 __page2of.d

. . Picture of the product
Identification

Details of examiner:

Identification of the person responsible tor exanitrn ig and classifying the product under in-
spection:

Name: Gabi Zimmermann
print full name (block letters)

Position: Senior Product Manager T W

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:

Address: r T7®sW

Medicalproduct
Details of product to be inspected'

User's manual 1590 99 001_1-28. Feb. 2011

K portable equipment O mobile equipment  Q permanently installed equipment

%
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C.736C Conformity Evaluation aoc. to Ei® bu bb1-1-b: 200/
ReViSi‘)g index: Identification number: Z1/2011/03/30-01

Identification code/year/month/day-numbef

Par., Description, Requirement

4 Allgemeine Anforderungen / General requirements
4.1 Anwendbarkeit auf ME-Gerate / Applicability on medical electrical devices

Das Gerat besitzt eine angemessene Gebrauchstauglichkeit.
The equipment has a moderate usability.

Risiken die vom bestimmungsgemaBen Gebrauch und von Benutzungsfehlern herruhren sind
vertretbar.
Risks, which are due to corresponding normal use or handling error are passable.

4.2 Risikomanagement-Prozess fur ME-Gerate t Process of rise management

Wahrend der Risikoanalyse wurde talgendes bedacht:
During risk analysis the following has been cared:

Spezifikation der Anwendung;
specification ofusing;

Bedienerprofil / Benutzerprofil;
operators profile,
Vorhersagbare Benutzungsfehler;

predictable operator errors:

aufgabenbezogene Anforderungen;
special requirements based on duties;

der Benutzungskontext;
using context.

1
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Results, Comments

FS 7351 Validierungsprotokoll
Gebrauchstauglichkeit Z1/2011/03/29-01
Konformitatsakte MeDioStar 002/10, 7.6

Asclepi®n

1A

page 3 of 14

CL ?360 EN 6C60* 1-6 VOS 159x

Vs 01 21 2CM-D3-30-01 aoc

Compliance

j Yes j No N.A.

FB 7302 Rise analysis and control 60601-

1-6 MDS SE VS 03 - Z1/11/02/03-01
Konformitatsakte MeDioStar 002/10, 7.2.2

FB 7302 Rise analysis and control 60601-
1-6 MDS SE Vs 03 - Z1/11/02/03-01-
Konformitatsakte MeDioStar 002/10, 7.2.2
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i ¢. 7360 Confornrjfti- Evaiuatl'on acc, to- ER 60 601-1-6;: 2007 AaCiepisn

i . . . . page . of 14
Revision index: Identification number: Z1/2011/03/30-01 CL 7360 EN 60601 6 HOS
¢ _ denlification cotie/year/mornh/day-number VS.01 21-2011-03-30-01 COL
Compliar-ice____
Par., Description, Recuirement ) Results, Comments Yes No NA
-

Informationen ube™ bekannte Gefahrdungen durch bestehende Bediener-Gerate-

Schnittstellen von Geraten ahniichen Typs, soweit verfugbar N i O

Informations about known rises by existing op”~ator-aguipment interface of similar devices

if available

Ergebnisse der Uberprufung der Bediener-Gerat-Schnittstelle (iterativ); |:| D

results of check operator-equipment interface:
5 Bezeichnungen, Aufschriften und Begleitpapiere /

Designations, labels and accompanying papers
User Manual 1590 99 001
Konformitatsakte MeDioStar 002/10, 2.4
5.1 Begleitpapiere / accompanying papers
Eine kurze Beschreibung, die physikaiische Funktionsweise und die wesentlichen physikall-
schen und Leistungsmerkmale sind in der Gebrauchsanweisung enthalten. Chabter 3.3
apter s. D I D

A short description, the physical mode of operation and the essential physical notes and per-
formance are included in the operator's manual.

Die gleichen Informationen sind in der technischen Beschreibung enthalten, tails diese als ge-

trenntes Dokument verfugbar ist. |:|
The same information is included in the technical description, in case there is such an inde-

pendent document.

Die Begleitpapiere enthalten eine Beschreibung des Bediener- Profils (Benutzer-Profil) Chapter 1.3 |:| 0O io
The accompanying paper includes a description of operator-profile.

Begleitpapiere sind auf einem Niveau geschrieben, das mit dem beabsichtigten

Anwender-Profil (Benutzer-Profil) vereinbar ist. | |:|
The accompanying papers are conformable written with the intended operators-profile.
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C.7360 CoritOITlliiily C-VaiUatkOri iaCC. lo tISi oG Ou'i-1-6. 2.YY/ Asciepien

Revision index: Identification number: Z1/2011/03/30-01 o abage Sof 14
Iclentificaiion code/vear/montn/dav-number Vs Cl 2i-2Ci"<-03-3C-0i doc
. . ) Compliance
Par,, Description, Requirement Results, CorTiments Yes !nNO i N.A.
Die Begleitpapiere sind in elektronischer Form verfugbar. 0 0

The accompanying paper is available in electronic form.

Wenn Ja/ if Yes:

Informationen in Papierform Oder als Kennzeichnung auf dem Gerat sind ausreichend

vorhanden und decken den Notfallbetrieb ab. [l O X!
Information on paper or as label on the equipment is enough available and satisfy emergency

handling.

5.2 Schulung und Schulungsmaterial / Training and training material

Eine spezielle Schulung fur die Hauptfunktion des Gerates ist erforderlich.

A special training for the main function of equipment is necessary U U
Wenn Jal/ifYes: 1

Der Hersteller hat notwendiges Schulungsmaterial zur Verfugung gestelit; 0 0

The manufacturer has provided the necessary training material,

der Hersteller hat sichergestellt, dass dieses Material verfugbar ist (oder); 0 0

the manufacturer has ensured, that the material is available (or),

der Hersteller hat eine Schulung angeboten.

S O O

the manufacturer has offered a training.
Die Schulung stellt Kenntnisse und Fertigkeiten bereit, die zusatzlich zum Bedienerprofii erfor-
derlich sind. o o W
The training includes knowledge and skills, which are necessary as well.
Grundlage fiir die Schulung und das Schulungsmaterial ist die Zweckbestimmung des Gerates. n ]

@ 000 LWPMH (&) INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR Ry /"/"9 @nd training material.



U

amiss anthropometric design (injury of muscles, skeleton):

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

117360 CornOlraly Evalusticn ace. io E\\ 60 6014-6: 2007 el
T . . . . age 6 of 14
Revision index: Identification number; Z1/2011/03/30-01 1 7500 e s0501 6 wes 19+

c idenlification code/year/month/day-numbef. VSCl Zi-2Cn-03-30°0i floe
o ) Compliance
Par., Description, Requirement Results, Comments Yes 'N o NA
Die Gebrauchsanweisung gibt an, ob eine Schuiung erforderlich ist und sie gibt verfCigbare
Schulungs-Option an. *o n Chapter 1.3 o
Instruction manual declares if a training is necessary and gives available training-options ']_D
6 Benutzungsfehler und Gebrauchstauglichkeit / User error and unserviceableness
6,1 Sicherheit fiir den Patienten, Anwender und andere Personen
Safety for patients, operator and otherpersons
Ein gebrauchstauglichkeits-orientierter Entwickiungsprozess wurde durchgefuhrt; FB 7302 Rise analysis and control 60601-
(urn die Sicherheit fur Patienten Bediener und andere Personen sicherzustellen, soweit sie mit
1-6 MDS SE Vs 03 - Z1/11/02/03-01-
der Gebrauchstauglichkeit des Benutzer- Gerat Schnittstelle verknupft ist) Konformitatsakte MeDloStar 002/10. 7.2.2 o d
Usability engineering process has been carried out, (for guarantee safety of patients, operators o
and other persons, as far as serviceableness of operator-equipment interface associated).
Folgende Gefahrdungen entsprechend ISO 14971 sind bedacht wurden:
The following hazards according ISO 7 4971 has been considered:
unbeabsichtigte Einstellungen (z.B. zusatzliche Therpie notwendig); O
unintended settings (e.g. additional therapy necessary) a,
unbeabsichtigte Unterbrechung derTherapie; 0 o O
unintended break of therapy:
Fehlinterpretation der angezeigten Werte (unangemessene Behandlung); s o O
Misinterpretation of indicated values (inadequate treatment)
ve"wirrende Darstellung von Daten (fuhrt zu Ermudungen und Benutzerfehlern): O O
confusing display of data (leads to wear and operator errors);
schlechtes anthropometrisches Design (Verletzung von Muskein, Skelett);
E I | m|



ci, /*560 1 ConaoriTiily cvoiiu~itarii acc. to LN bu ou'i-I-b: 2,bOV

Asclepi*n

Revision index Identification number: ZI/2011/03/30-01 q age T of Lt o
¢ Idenlificat'on codeVear/month/dav-numbef. V5023 An B I3 cee

Compliance

Par., Description, Requirement Results. Comments Yes ! No NA
|

sich wiederholende Bewegungen (Verletzung von Nerven, Sehnen); O
repetive moving (injury of nerves, sinews), I O
schlechter Kontrast der Anzeigen (Ermudung der Augen); O O O
amiss contrast of display (eyestrain);
laute Gerausche (Beeintrachtigung des Gehors). O
loud noises (damage of hearing) 1IEL

6.2 Gebrauchstauglichkeits-orientierter Entwicklungsprozess
Usability engineering process

6.2.1 Allgemeines / General

Die Ergebnisse des Gebrauchstauglichkeits-orientierten EntwicKlungsprozesses sind in der Ge-
brauchstauglichkeits - Akte (Ergonomie-Akte) dokumentiert. [ U
The results of usability engineering process are documented in the usability-engineering file.

Es existieri eine eigenstandige Ergonomieakte. n
There is an independent usability-engineering file.
ort: Konformitatsakte MeDioStar 002/10,

Die Ergonomieakte istTeil von anderen Dokumenten und Akten. n 7.6 {
The usability-engineering file is including in other documents and files.
Nachweis der Gebrauchstauglichkeit U U

Anderung eines bestehenden Gerates

i . . . des bestehenden Gerates:
Modification of an existing device

FB 73511 Review 2011 MeDioStar XT-
miXT Z1-2011-03-28-02
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c. 75GC Conformity Evaluation acc. to bH 6t - ; 200/

Revision index: I[dentification number; Z1/2011/03/30-01

c Identification code/year/month/day-number

Par.. Description, Requirement

6.2.2 Eingangsgrolien fiirden gebrauchstauglichkeits-orientierten Entw.-prozess
Specifications for the usability engineering process

6.2.2.1 Spezifikation der Anwendung des Gerates
Specification of using the equipment

Der Hersteller des Gerates hat die Anwendung in der Ergonomieakte spezifiziert.
The manufacturer has itemised the using in the usability-engineering file.

Die Spezifikation enthalt:
The specification includes:

den medizinischen Zweck (z.B. Bedingungen Oder Krankheiten), die Oberprutt, uberwacht,
behandelt Oder diagnostiziert werden solien;

the medical intention fe.g. conditions or diseases), which are to be checked, monitored,
treated or diagnosed;

die Patientenpopulation (z.B, Alter, Gewicht, Korperregion, Gesundheit, Zustand);
patients population (e.g. age, weight, body area, health, status);

Korperteil Oder Gewebetyp, an dem das Gerat angewandt wird Oder mit dem es interagiert;
body parts or tissue, on which equipment will be used or with which it will be interact

Bedienerprofil / Benutzer-Profil gemal3 Zweckbestimmung
operators profile according to intended use

Anwendung (z.B. Umgang, Haufigkeit der Benutzung, Ortlichkeit, Beweglichkeit).
using (e.g. exposure, frequency of using, locality, portability)

Eine Zusammenfassung dieser Spezifikation 1st in der Gebrauchsanweisung enthalten.
Summery ofthis specifications are included in the instruction manual.

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

Results. Comments

Keine Anderung zum MeDioStar 1530
entsprechend Lastenheft

FB 7321 Lastenheft MeDioStar SE
Z1/10/11/18-1

i
J

>

FB 7351 Validierg Gebrauchstgkt MDS

page 8of . 4
CL ?36d EN 60601 | 6 MO? 159»
VS.0* 71-r0-»b03-30-C1l 00C

Compliance
Yes No NA
s m| m|

1

1

|
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" 0 ]
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i I»bu COMNMTOTWriy izValuSliOn iO h.i4 OU OUI-I-D! ~Uu/ Asciepian
Revision index: Identification number; Z1/2011/03/30-01 L PRge9of1a
vs.ol 2, 10.1-¢.3-3001 ddc

deniificalion code/yeai/mornh'day number.

Par.. Description, Requirement

6.2.2.2 Hauptbedienfunktion
Primary operating function

Die Hauptbedienfunktion ist vom Herstelier festgelegt and in aer Ergonomieakte dokumentiert.
The primary operating functions are specified by the manufacturer and documented in the us-
ability-engineering file

Die Hauptbedienfunktion ist leicht erkennbar und fur den Bediener (Benutzer) selbsterklarend.
The primary operating function is readily identifiable and self-explanatory for operator

6.2.2,3 Informationen fur die Sicherheit im Sinne einer Risikobeherrschung
Safety informations according to rise control

Informationen fur Sicherheit sind in Begleitpaoieren , Aufschriften usw. {z.B, Warnhinweise,
Anwendungs-Einschrankungen)

Safety informations are in accompanying papers, labels etc. (e.g. precautions, restrictions of
usage)

Hinweis. dass das Nichtbeachten dieser Informationen als anomaler Gebrauch betrachtet wird
Advice, that the disregard ofthis Information is regarded as unintended use

Realisierung der Risikobeherrschung durch MaBnahmen in folgender Prioritat:
Realisation ofrise control by measures with following priority:
a) Inharente Sicherheit durch Design

Inherent safety by design

b) SchutzmaBnahmen im Gerat Oder Herstellungsprozess
Safety measures in the device or in the production process

c) Informationen fur die Sicherheit, z.B. Warnhinweise in GA, Anzeige eines uberwachten
\Nertes/Safety informations, e.g. precautions in user manual, display of a monitored value

Ergebnisse Oder Hinweis auf Ort dieser Risikoanaiyse sind in Ergonomie-Akte hintertegt
Results of this rise analysis or note, where to find are deposited in the Usability file

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

Results. Comments

NeXT Vs.01 ZI1/2011/03/29-1
Konformitatsakte MeDioStar 002/10, 7.6

User Manual 1590 99 001
Konformitatsakte MeDioStar 002/10, 2.4
einschl. Beschilderung wie dort angege-
ben

User Manual 1590 99 001, chapter 1.3
Konformitatsakte MeDioStar 002/10, 2.4
FB 7302 Rise analysis and control 60601-
1-6 MDS SE Vs 03 - Z1/11/02/03-01-
Konformitatsakte MeDioStar 002/10, 7.2.2

Compliance _
Yes ~ No i N.A

[l

[l

o o
o o
o o
n O



i otsu Convcrn'iily L-Vcifucsiioi'i cCC. lo Bbl bC z007 Vit |

Revision index: Identification number; Z1/2011/03/30-01 ., page 10of 14
- tdentificaiion code/year/month/day-numbef Vs 01 Z1-20' 105-30 Cl aoc
Par.. Description, Requirement Results. Comments YescomlF\)II(i)anCEA
Ergebnisse der Risikoanalyse warden in der Spezifikation der Gebrauchstauglichkeit berucK- i
sichtigt. i t li O
The result oft he rise analysis were considered iff the specification ofthe usability. 1
| ]
1
Die Bewertung des RestrisiKOS berucksichtigt die Ergebnisse der Validierung der Gebrauchs- ]ﬂ
tauglichkeit. O Lj
The assessment of the residual risk considered the results of the validation of serviceability
1
Die Auswertung der Informationen und Uberwachung wahrend und nach der Markteinfuhrung
beinhaltet die Gebrauchstauglichkeit. O D
The analysis of informations and monitoring during and aftermarket launch includes the usabil-
ity

6.2.3 Spezifikation der Gebrauchstauglichkeit
Specification of usability

Der Hersteller hat eine Spezifikation der Gebrauchstauglichkeit als Teii des
Ergonomieprozesses entwickelt und dokumentiedilDie Spezifikation der Gebrauchstauglichkeit
kann in andere Spezifikationen integriert sein). ; O D D
The manufacturer has developed and documented a specification of usability as part of usabil- FB 7321 Lastenheft MeDioStar SF

ity engineering process: (the specification of serviceability can be integrated in other specifica- Z)/10/11/18-1 i
tions).

Keine Anderung zum MeDioStar 1530
entsprechend Lastenheft

Die Spezifikation der Gebrauchstauglichkeit basiert auf:
The specifications of usability are based on'

Spezifikation der Anwendung; O D

specification of use;

Gefahrdungen bezuglich der Benutzung des Gerates (aus Risikoanalyse); O
hazard by using equipment (from rise analysis):

1 3 3
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736G Coriionmily Evaluation acc. to izH bO 6G1-1-6: 200/

Revision index: Identification number: Z1/2011/03/30-01

C

idenlificaiion coOe/year/monih/day-nurnbef-

Par,, Description, Requirement

vorhersehbare Benutzungsfehler im Zusammenhang mil dem Gerat.
predictable operator error in accordance with the equipment.

Die Spezifikalion der Gebrauchstaugiichkeit beschreibt mindestens:
The specification of usability describes at least.

Benutzungs-Szenarien fur das Gerat
Using-scenario for equipment

Anwender (Benutzer) Aktionen bezogen auf die Hauptbedienfunktionen;
operator activities relating to the primary operating functions

Anforderungen an die Benutzer-Gerat Schnittstelle fur die Hauptbedienfunktionen,
requirements for operator-equipment interface for primary operating functions

Kriterien fur die Feststellung, ob hauptbedienfunktionen vom Bediener (Benutzer) leicht zu
erkennen sind.

requirements for determination, whether primary operating functions are readily identifiable
by operator.

Die Spezifikation der Gebrauchstaugiichkeit enthalt Verweise zum Benutzungskontext.
Specifications of usability includes links to operators context.

6.2.4 Verifizierung der Gebrauchstaugiichkeit / Verfication of Usability

Bediener-Gerate-Schnittstelle wurde oemaB der Spezifikation der Gebrauchstaugiichkeit
verifiziert und in der Ergonomie-Akte dokumentiert

User-equipment interface was verified according tot he specification oft he usability and
documented in the Usability file

@ 000 LUPMH (&) INFO@CIRMIRU € WWW.G0SZDRAVNADZOR RU > € Prauchstaugiichkeit

valdatuon plan tor serviceability

Results, Corriments

( o

FB 7351 Verifizierung MDS SE Vs.01
110308 MMO/11/03/08-01
Konformitatsakte MeDioStar 002/10,7.9

FB 7351 Validiera Gebrauchstakt MDft

Asclepi@n

page 11lof 14
Cl 7310 EN6060i | SMCE !58»
Vs 01 1-03-30-01 COC

Compliance
Yes"'l Ne , NA

L1 O

| i r~|
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page 12 of . 4

Revision index: Identification number: Z1/2011/03/30-01 L aiage Lo
c Idenlilicalicip code/year/n”onih/day-nunifaef vs 01 ZI 201T-C3 2C01 ccc
Par., Description, Requirement Results Comments Yegolmﬁll(l)an.cEA
[ Der Hersteller hat einer Plan fur die Vatidierung der Gebrauchstauglichkeit entwickelt und bei- NeXTVs.01 Z1/2011/03/29-1 -1-
behalten. Konformitatsakte MeDioStar 002.d0, 7.6
The manufacturer has developed and retained a plan for validation of usability.
! Der Validierungsplan spezifiziert folgendes: /
' The validation plan verifies the following:
die Methode fur die Validierung der Gebrauchstauglichkeit fur die Hauptbedlenfunktionen; oy O O
the method for validation of usability for primary operating functions;
Kriterien zur Festlegung einer er™olgreichen Validierung der Gebrauchstauglichkeit der
Hauptbedlenfunktionen; . -
criteria to the determination for successful validation of wusability of primary operating ’
functions:
Gerateanderung —t
| L

die Beteiligung einer reprasentativen Gruppe von beabsichtigten Anvzendern (Benutzern),
the participants of a prestigious group of intended operators

Die Methoden der Validierung sind quantitativ oder qualitativ. Die Validierung ist in einer Labor-

einrichtung, einer simulierten oder einer wirklichen Gebrauchsumgebung durchgefuhrt worden. Simuliert
The methods of validation are qualitative or quantitative. The validation has been carried out in
a lab, a simulated using environment or a real using environment
Der Valldlerunggplan fur die Gebr.auchstaugllchkelt behandelt folgende Benutzungs-Szenarien Gerateanderung, deshalb nur Beurtei-
fur den ungunstigsten Fall, abgeleitet von:
o . . . . . lung der Anderungen
The validation plan for usability covers the following using-scenarios for the worst case, derived
from: i

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Revision index: Identification number: Z1/2011/03/30-01
c identificatioT code/yeaf/monlh/day-numbef.
Par., Description, Requirement Results, Comments

i der Spezifikation der Anwendung;
i specification of use,

j vorhersagbare Benutzungsfehler; 1
! predictable operator error

den Ergebnissen der Risikoanalyse.
results ofrisk analysis.

1 Der Validierungsplan fur die Qebrauchstaugiichkeit behandelt Benutzungs-Szenarien, die
haufige Anwendungssituationen reprasentieren wie in Spezifikation der Gebrauchstauglichkeit
The validation plan for usability covers the using-scenarios, which are frequent situations of
use as described in the specifications of usability

Der Validierungsplan fur Gebrauchstauglichkeit 1st in der Ergonomie-Akte dokumentiert.
The validations plan for usability is documented in the usability-engineering file

6.2.6 Validierung der Gebrauchstauglichkeit
Validation of usability

Der Hersteller hat die Gestaltung der Benutzer-Gerat-Schnittstelle gemaO dem Validierungs- ( *

plan fiir Gebrauchstauglichkeit validiert. FB 7351 Validierg Gebrauchstgkt MDS
The manufacturer has validated the design of operator-equipment interface in accordance with NeXTVs.01 Z1/2011/03/29-1

the validation plan for usability. Konformitatsakte MeDioStar 002/10, 7.6

Die Ergebnisse, einschliefllich aller erforderlichen Anderungen des Designs, die notwendig
Sind, urn Kriterien, die im Validierungsplan fur Gebrauchstauglichkeit definiert wurden, zu erful-
len, sind dokumentiert.
The results, including all necessary modifications of design, which are necessary for achieving
the criteria as defined by the validation plan for usability.
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page 13 of 14

CL 7360 60601-1.6 MDS ' 59x
Vs3’ 2011-03 3C 0l do:

Compliance
Yes No | N.A
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. . i e . . age 14 of 14 n
Revision index: Identification number: Z1/2011/03/30-01 0cr3sageooc»16vos 155x
C Idenlificaiion code/vear/month/day-numfcei vs.oi 21-2011-03-30-Ot aoc  j
Compliance
Par, Description, Requirement Results Comments Yes No NA

Bei der Validierung waren Personen beteiligt, die nicht direkt beim Design der Benutzer-Gerat-

Schnittstelle beteiligt waren. ) |:|
During Validation persons were involved in, which have not been involved in the design of the 310

operator-equipment interface
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Tested device:

Name and/or model:

Seriennummer:
Serial number:

serial device

MedioStar 1590x, 1593x

entfallt

Herstellungsdatum (wenn bekannt):

Date of manufacturing (ifknown):

Hersteller
Manufacturer:

Anschrift
Address:

Applied standard:

Attachments:

Changes/Remarks:

Examined by:

Checked by:

Grund fur lefele Anderunn des Formulars: Einarbeituna Anderungen durch RL 2007/47/EG

entfallt
Asclepion Laser Technologies GmbH
Briisseler Stralie 10, 07747 Jena, Deutschland

Richtlinie 93/42/EWG vom 14.06.1993 Liber Medizinprodukte *
Council Directive 93/42/EEC of 14 June 1993 concerning medical devices *

" RL 93/42/EWG - Siand zum 21.03.2010
einschlieBlich der Anderungen

-RL 98/79/EG

-RL 2000/70/EG

-RL 2001/104/EG

-Verordnung (EG) 1882/2003

-RL 2007/47/EG

Changes.-CL 73641 ClinEval Vs02_21140403-01. FB 7351e ClinEval ALX HP VO01_Z1140113-01, cL 7356 GA MeDioStar VO1_Z1140205-01 CL 7355
EN 60 825-1 MSNeXT Vs.02 1S140610-02, CL 7357 Gerateschilde-- MS NeXT V02_MMo0140618-08, FB7351e Veri Biocom MS NeXT HP V02 IH140617-

01. FB 7351 Veri MSNeXT 1590x-t-1593x V01 MMo0140619-05, FB /336 Bewertung IEC 60601-2-22 ALX HP 1S140612-01

M. Moller

Name Date

Name Date

Formular erstellt durch Fuk:

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU sireit

Gez. StreU 25.09 09

Datum

Nede

Formular gepruft und genehmigt durch QM:

Sign
t -V
Sign
R Thteme Gez, ihieme
Sne U3

>
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cL 7351 RL 93/42/fcWy. Oaaepuwr
Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC - o
Revision index: C Identification number: MMo/14/06/18-01 %}@%{
Identification CO0E/year. morth,'day-nuner C\%
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Anforderungen der Richtlinie Ubereinstimmung harmonized remarks. deviations

para- : Co .
requirements of the directive compliance

graph Beschreibung ja 1 nein 1 N/A standard and/or risks
short description yes | no |

N Artikel 1
Anwendungsbereich / scope

6 Bei Produkien, die vora Hersteller sowohl zur Verwendung entspre- B B
chend den Vorschriften der Richtlinie 89/686/nWG als aiich dcr B personal protection equipment is not in-
vorliegenden Richtlinie bestimmt smd, miissen auch die emschlagi- nla cluded in the delivery of the device

gen gnindlegenden Gesundheits- und Sichcrheitsanforderungen der

Richtlinie 89/6S6/EWG erfuHt werden. (RL personhche

Schutzausriistungen)

For products that are intended by She manufacturer, both for use in accor-

dance with the provisions of Directive 89/686/EEC and this Directive, must

also follow the relevant basic health and safety requirements of Directive B B
89/686/EEC are met. (RL personal protective equipment)

w e n n J a / If YES
Vorschriften sind eifulit/ requirements are met
Artikel 2
Grundlegende Anforderungen / basic requirements
—1
N Das Produkt ist auch eine Maschine im Sinne Arf 2 der RL B B T
b . ; N ) n/a No movable parts Machinery directive not
2006/42/EWG, es besteht ein einschlagiges Risiko und die .
( applicable

Anforderungen nach Anhang | der Maschinen RL sind spezifi-
scher als nach Anhang | Medizinprodukte RL

The product is also a machine acc, to article 2a directive 2006/42/EWG. there

is 8 relevant risk and the requirements acc. Annex | of the machinery directive

are more specific than Annex | of the medical device directive B B
Wenn ja, Produkt entspncht den Anforderungen nach Anhang

i der Maschinen RL

If yes. The product is according to the requirements of Annex | of the

EC machinery' directive
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Conformity Evaluation Essential Requirements acc.to CD 93/42/EEC *

Identification number:

MMo0/14/06/18-01

identification code/yeer/Tionth-day-number

Anforderungen der Richtlinie Uboreinstimmung

requirements of the directive compliance

Beschreibung ja nein
short description yes no

N/A

Anhang !/ Annex |
Grundlegende Anforderungen / Basic requirements

Allgemeine Anforderungen
General requirements

Die Cerate sind so ausgelegt und hergesfellt, dass lhre An-

v/endung unter den vorgesehenen Bedingungen und zu den !
vorgesehenen Zwecken weder klinischen Zustand und die '
Sicherheit der Patienten noch die Sicherheit und die Gesund-1
heit der Anwendung oder gegebenenfalls Dritter gefahrdet.

wobei etwaige Risiken im Zusammenhang mit der vorgesehe-

nen Anwendung gemessen am Nutzen fur den Patienten ver-

tretbar und mit einem hohen Mad an Gesundheitsschutz und

Sicherheit vereinbar sind.

The devices must be designed and manufactured In such a way that, when

used under the conditions and for the purposes intended, they will not com-

promise the clinical condition or the safety of patients, or the safety and health

of users or, where applicable, other persons, provided that any risks which

may be associated with their use constitute acceptable risks v/ihen weighed

agains’ the benefits to the patient and are compatible with a high level of

protection of health and safety.

Dazu gehort; this includes

- eine weitestgehende Vernngerung der durch Anwendungs-

fehler bedingten Risiken aufgrund ergonomischer Merkmaie O B
und Umgebungsbedingungen

(Produktauslegung in Hinblick auf Sicherheit des Patienten)

-as far as possible reduce the risks caused by application errors due to ergo-
nomic and environmental characteristics (design in terms of pabent safety)

- Berucksichtigung der Kenntnisse, Erfahrungen und Bildung
und gegebenenfalls der medizinisch physischen Vorausset-
zungen der vorgesehenen Anwender

(Produktauslegung fur Laien, Fachleute,

sonstige Anwender)
-Into account the knowledge, experience and education and any medical
physical condi-tatior! of intended users (design for lay, professional, disabled
or other users)

Behinderte Oder

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

harmonized

standard

MDD 93/42/EEC

EN ISO 14971:2009

EN 60601-1.2006

EN 60601-1-2:2007

EN 60601-1-4:1996+A-i :Q9
EN 60601-1-6.2007

EN 62304:2006

EN 62366:2008

EN 62366:2008
EN 60601-1-6:2007

EN 62366:2008
EN 60601-1-6:2007

! page 4 of 33

i OB MR

remarks, deviations

and/or risks

FB 7301 Risk Management Report
MSNeXT (MMo/11/11/15-04)

Several FB 7302 Risk Analysis and con-
trol

doc's (see 2 1)

TR EN 60601-1 2006

(SLG 1375-10-EP-11-PP001 111209)

TR EMC EN 60601-1-2:2007

(SLG 1375-10-EE-11-PB004)

TR EN 60601-1-4:1996

(SLG 1375-10-EP-11-PP001 111209)

CL 7365 DIN EN 62304 MeDioStar SE
(RH/11/03/28-01)

FB 7302 Risk Analysis and control

EN 60601-1-6

(Z1/11/02/03-01)

Use only by physicians or under -«
responibility or a physician. In any cases
only by well trained persons which are
introduces in the device and applications

CL 73523 IEC 62366/ EN 62366
(Z1/2011/03/31-01)

certified quality management system



Anforderungen der Richtlinie

requirements of the directive

Beschreibung

short description

Die vom Hersteller bei der Auslegung und der Konstruktion
der Produkte gewahiten Ldsungen richten sich nach den
Orundsatzen der integnerten Sicherheil, und zwar unter Be-
rucksichfigung des allgemein anerkannten Standes der Tech-
nik.

The solutions selected by the manufacturer for the device design and
construction must conform to safety principles, considering the generally
acknowledged stale of the art

para-

graph
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Ubereinstimrnung

ja
yes

compliance
nein
no

N/A

harmonized

standard

Major Standards;

EN ISO 14971:2009
EN 60601-1.2006

EN 60601-1-2:2007
EN 60601-1-4:1996+A1:99
EN 60601-1-6:2007
IEC 6060-2-22 2007
EN 62304.2006

EN 62366:2008

EN 980.2008

EN 1041:2008

remarks, deviations

and/or risks

FB 7301 Risk Management
MSNeXT (MMo/11/11/15-04)
Several FB 7302 Risk Analysis and con-
trol

doc's (see 2 1)

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)

TR EMC EN 60601-1-2:2007

(SLG 1375-10-EE-11-PB004)

TR EN 60601-1-4:1996

(SLG 1375-'0-EP-11-PP001 111209)

CL 7360 EN 60601-1-6 MDS 159x Vs.01
(Z1/2011/03/30-01)

TR IEC 60601-2-22:2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

CL 7365 DIN EN 62304 MeDioStar SE
(RH/11/03/28-01)

CL 73523 IEC 62366/ EN 62366
(21./2011/03/31-01)

CL 7363 EN 980

(1S/11/03/15-01)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

Report
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Anforderungen der Richtlinie
requirements Of the directive

Beschreibung
short description

Bei der Wahi der angemessensten Losung hat der Hersteller
folgende Grundsatze angewandt, in folgender Reihenfolge:

In order to select the most appropriate solutions the manufacturer must apply
the following principles in the following order ’

Beseitigung oder Mmimierung der Risiken (Integration
des Sicherheitskonzepts in der Entwicklung und den Bau
des Produkt)
eliminate or reduce risks as soon as possible (safety integration in
device design and construction),
Ergreifen angemessener Schutzmafinahmen, einschl.
Alarmvorrichtungen gegen nicht zu beseitigende Risiken
if necessary take adequate protection measures against those nsks
that cannot be eliminated,at any rate by alarm signals.
UnteTichtung der Benutzer uber Reslrisiken fur die keine
angemessenen Schutzmafinahmen getroffen werden
konnen
Inform users about the residual risks due to any deficiency of the
protection measures adopted
Die Produkte erbringen die vorgegebenen Leistungen, d,h. sie
Sind so ausgelegt, 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 mtenoed by the manufacturer
and be designed, manufactured and packaged in such a vvay that they are
suitable for one or more of the functions referred to in Article 1 (2) (a), as
specified by the manufacturer.
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kL 93/42/fv o -

Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC

Identification number: MMo0/14/06/18-01

Identif Gallon coce/year/month/day-number

Ubereinstimmung

compliance
ja nein N.'A
yes no

harmonized

standard

EN ISO 14971 2009

EN 60601-1-4:1996"-A1:99

Essential performance
features are

Laser energy and pulse
Duration

Skin Cooling

Protection against electri-
cal hazards

EN 60601-1 2006

IEC 60601-2-22.2007

EN 980:2008

EN 1041:2008

*

a 3%94,9 of 33
5 M4a21B0 oo

remarks, deviations

and/or risks

FB 7302 Risk Analysis and control
93/42/EWG MDS SE (MMo0/11/11/15-01}
CL 73525 Risikobetrachtung

EN 6060M 2006 (MM0/11/11/15-03)

FB 7302 Risk Analysis and control
EN 60601-1-6 (Z1/11/02/03-01)
FB 7302 Risk Analysis and control
60601-1-4 (MM0/11/11/15-02)

FB 7302 Risk Analysis and control
EN 60601-1-2 (1S/11/01/26-01)
FB 7301 Risk Management
MSNeXT (MMo0/11/11/15-04)

Report

CL 7356 GA MeDioStar V01_Z1140205-01

FB 7301 Risk Management Report
MSNeXT (MMo/11/11./15-04)

TR EN 60601-T2006

(SLG 1375-10-EP-11-PP001 111209)

TR EMC EN 60601-1-2:2007

(SLG 1375-10-EE-11-PB004)

TR EN 60601-2-22: 2005

(SLG 1375-10-FP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

FB 7351 Verification total device
(MMO/11/03/16-01)

FB 7351 Veri MSNeXT 1590x-r1593x
V01_MMo0140619-05

CL 7363 EN 980

(1S/11/03/15-01)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC

Identification number: MMo/14/06/18-01

Revision index C

Anforderungen der Richtlinie
requirements of the directive

Beschreibung

short description

4 Die Merkmale und Leistungen gemafi den Abschnitten 1. 2
und 3 andern sich nicht derart, dass der kiinische Zustand und
die Sicherheit der Patienten und gegebenenfalls Dritter
wahrend der Lebensdauer der Produktenach MaRgabe der
igemachten Angaben gefahrdet werden, wenn diese Proaukte
Belastungen ausgesetzt  sind, die unter normalen

Einsatzbedingungen 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

para-

graph

5. Die Produkte sind so ausgeieg!, hergestellt und verpackt,
dass sich ihre Einsatzmerkmale und -leistungen wahrend
Lagerung und Transports unter Berucksichtigung der Anwei-
sungen 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.

6. Unerwunschle Nebenwirkungen stellen unter Berucksichti-
gung der vorgegebenen Leistungen keine unverirefbaren

Risiken dar.
Any undesirable side-effect must constitute an acceptable risk when weighed
against the performances intended.

6a Der Nachweis der Ubereinstimmung mit den grundlegenden
N Anforderungen umfasst eine kiinische Bewertung gemaB
Anhang X

Evidence of compliance with the essential requirements include a clinical
evaluation according Annex X
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Idenlircation code/yeaf/month/day-number

Ubereinstim mung

complian :e
ja nein
yes no

harmonized

N/A standard

EN 60601-1:2006

O Q B IEC 60601-2-22:2007

EN 60601-1:2006
EN 980 2008
EN 1041:2008

B B B

EN ISO 14971 2009
RL 93/42/EEC

B B MEDDEV 2.7r'5:2009
EN 62366:2008
EN 60601-1-6:2007

MEDDEV 2.7.1:2009

Ai>C ep-* »

*

page 7 of 33
C' 7351 93 <2 MSNexr
VC6 MV01-JOENS 0° docjr

remarks, deviations

and/or risks

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)

TR EN 60601-2-22: 2005

{SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

FB 7351 Verifizierung Falltest nach
60601-1 MedioStar

(IH/11/03/29-01)

TR EN 60601-1:2006
(SLG 1375-10-EP-11-PP001 111209)
CL 7363 EN 980

(1S./11/03/15-01)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

FB 7351e Clinical Evaluation MS SE
(Z1/2011./10/05-01)

FB 73641 MEDDEV 2,7.1 klinBew MS-SE
{Z1/2011./04/04-01)

CL 73523 IEC 62366/ EN 62366
(Z21/2011/03/31-01)

CL 7360 EN 60601-1-6 MDS 159x Vs.01
(Z1/2011/03/30-01)

FB 7351 e Clinical Evaluation MS SE
(Z1/2011/10/05-01)

FB 7336 Bewertung IEC 60601-2-22 ALX

HP 1S140612-01
CL 73641 ClinEvai Vs02_Z1140403-01

Literaturweg
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Identification number: MMo/14/06/18-01 . Page Bor33

Revision index C
Identification code/ysar/month/day-number vee Mvoidii6ig-oi scu

Anforderungen der Richtiinie Ubereinstimmung : L
requirerrjents of (he directive compliance harmonized remarks, deviations
graph Beschreibung ja lnein 1 N/ standard and/or risks

short description yes | no 1

1ANFORDERUNGEN AN DIE AUSLEGUNG UND DIE KONSTRUKTION
II. Requirements regarding design and construction, \

para-

Chemische, physikalische und biologische Eigenschaften
7. chemical, physical and biological properties

71 Die Produkte sind so ausgeiegt und hergestellt, dass die
Merkmale und Leistungen gemafi Abschnitt 1,Allgemeine
Anforderungen" gewahrleistet sind Dabei wurde besonde.-s
auf folgende Punkte geachtel:
The devices must be designed and manufactured in such a way as to guaran-
tee tlie cliaracleristics and performances referred to in Section lon the ‘Gen-
eral requirements’. Particular attention must be paid to:
Auswahl der eingesetzten Werksloffe, insbesondere
hinsichtlich der Toxizitat und gegebenenfalls der Ent- a B
flamrribarkeit, Q
the choice cf materials used, particularly as regards toxicity and. where
appropriate, flammability,
wechselseitige Verfraglichkeit zwischen den eingesetz-
ten Werkstofen und den Geweben, biologischen Zellen FB7351e Veri Biocom MS NeXT HP V02

sowie Korperflussigkeiten, und zwar unter Berucksichti- B B EN I1SO 10993-1:2009 IH140617-0-"
gung der Zweckbestimmung des Produkts, '
the compatibility between the materials used and biological tissues,
cells ana body fluids, taking account of the intended purpose of the de-
vice
Die Ergebnisse von Untersuchungen an biophysikali-
N schen Oder anderen Modeilen, deren Gultigkeit bereit B B
erwiesen wurde
The results of investigations on bioph/sical or between other models,
whose validity had prepared, he has been

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *
Revision index. C Identification number: MMo/14/06/18-01 1o B8R e
Identification code/yeaf/month/day-number I VB WS G 3
Anforderungen der Richtlinie Ubereinstimmung . I
para- requirements of the directive compliance harmonized remarks, deviations
graph Beschreibung ja nein  N/A standard and/or risks
short description yes no
7.2 Die Produkte sind so ausgelegl. hergestellt und verpackl.
dass die Risiken fur das Transport-, Lager- und Bedienperso-
nal sowie die Patienten durch Schadstoffe und Ruckstande
bei bestimmungsgemafter Anwendung soweit wie moglich
verringert wird. Dabei ist den exponierten Geweben sowie der
Dauer und Haufigkeit der Exposition besondere Aufmerksam- 3 B . .
keit gewidmet. Q no contaminants and residues
The devices must be designed, manufactured and packed in such a way as to
minimize the risk posed by contaminants and residues to the persons in-
volved in the transport, storage and use of the devices and to the patients,
taking account of the intended purpose of the product. Particular attention
must be paid to the tissues exposed and to the duration and frequency of
exposure
73 a) Die Produkte sind so ausgelegt und hergestellt, dass eine
sichere Anwendung in Verbindung mit Only use of ultrasonic gel as contact rnean
The devices must be designed and manufactured in such a way that they can . .
be used safely with between applied part and skin
Materialien, K1 B B Many years experience without any prob-
the materials. EN ISO 10993-1:2009 lems
batances and a B B eniosuzo0s
Gasen r FB7351e Veri Biocom MS NeXT HP V02
gases B B IH140617-01
mit denen sie bei normaler Anwendung oder bei Routinever-
fahren in Kontakt kommen, gewabhrleistet Ist, CL 7364 EN 1041 MDS 159x
with which they enter into contact during their normal use or during routine
procedures (1S/11/03/15-02)

b) Sind die Produkte zur Verabreichung von Arzneimitteln be-
stimmt, sind sie so ausgelegt und hergestellt, dass sie ent-
sprechend den fur diese Arzneimittel geltenden Bestimmun-
gen und Beschrankungen .mit den Arzneimitteln vertraglich not intended to administer medicinal
sind und dass ihre Leistung entsprechend ihrer Zweekbe- B
Q B products

stirnmung aufrechterhalten bleibt.

If the devices are intended to administer medicinal products they must be

designed and manufactured in such a way as to be compatible with the me-
acco.fding to the provisions and restrictions gov-

Aininal neadiiata I\I\r\l\c”r\f\'{
;, 000 llVIPMVI @ INFO@CIRMI.RU @WWW-GUSZDRAVNADZUR-RU that their performance « maintained m accordance

with the intended use. . L ' i ...
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC

Identification number: MMo0/14/06/18-01

loentificatipn code'year.'fnonth/cay-number J

Anforderungen der Richtlinie

requirements Of the directive

Beschreibung

short description

Gehort zu den festen Bestandteilen eines ProduWs ein Stoff,
der bei gesonderter Anwendung als Arzrieimitte® im Sinne des
ArtiKels 1 der Richtiinie 2001/83/EG gelten kann und der in
Erganzung zu dem Produkt eine Wirkung auf den menschli-
chen Korper entfalten kann. ist die Qualitat, oie Sicherheit und
der Nutzen dieses Stoffes analog zu den in der Richtlinie
200'/83/EG Anhang | genannten Verfahren uberpruft.

Where a dev.ee incorporates, as an integral pan. a substance which, if used
separately, may be considered to be a medicinal product as defined in .Article
1 of Directive 65,'65/EEC and which is liable to act upon the body with action

ancillary to that of the device, the safety, quality and usefulness of the sub-

stance must be verified, taking account of the intended purpose of the device,
by analogy with the appropriate methods specified m Directive 75/318/6EC,
Die Predukte sind so ausgelegt und hergestellt, dass die Risi-
ken durch Stoffe, die dem Proaukt entweichen, soweit wie
moglich verringert sind.

The devices must be designed and manufactured in such a way as to reduce
to a minimum the risks posed by substances leaking from the device.

Die Produkte sind so ausgelegt und hergestellt, dass die Risi-
ken durch unbeabsichtigtes Eindringen von Stoffen in das
Produkt unter Berucksichtigung des ProduKts und der Art der
Umgebung, in der es eingesetzt werden soli, soweit wie mog-
lich verringert sind.

Devices must be designed and manufactured in such a way as to reduce, as
much as possible, risks posed by the unintentional ingress of substances into
the device taking into account the device and the nature of the environment in
which it is intended to be used

Infektion und mikrobielle Kontamination

Infection and microbial contamination

Die Produkte und ihre Hersteilungsverfahren sind so ausge-
legt, dass das Infektionsnsiko fur Patienten, Anwender und
Dritte ausgeschlossen ist oaer soweit wie moglich verringert

wird.

The devices and manufacturing processes must be designed in such a way
as to eliminate or reduce as far as possible the risk of infection to the patient,
user and third parties.

Die Auslegung erlaubt eine leichte Handhabung und die Kon-
tamination des Produkts duren den Patienten Oder umgekehri

wahrend der Anwendung ist so gering wie moglich gehalten.

The design must allow easy handling and. where necessary, minimize con-

tamination of the device by the patient or vice versa during use.

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

Ubereinstimmung

compliance harmonized
i3 nein 1 N/A standard
yes no

B B E
E B B ENG60601-1:2006
EN 1041,2008
B 0 EN 60601-1.2006
EN ISO 10993-1: 2009
B B EN ISO 10993-1: 2009

*

i age of 33
| PuPss 93 Eer. NVENXT
j MVB/IOG3-0r 3001

remarks, deviations

and/or risks

device does no* incorporates a substance
which may be considered to be a medici-
nal product

no leaking substances

TR EN 60601-1:2006
(SLG 1375-10-EP-11-PP001 111209)
CL 7364 EN 1041 MDS 159x
{1S/11/03,/15-02)

«

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP0O01 111209)
Non invasive procedure,Only the hanpiece
tip is in contact with the patient

FB7351e Veri Biocom MS NeXT HP V02
IH140617-01
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Revision index, C Identification number: MMo/14/06/18-01 Ny
Ider?:ficatior; code/vear/month/day-numbef 5 dnx
para- Anforderungen der Richtlinie Ubereinstimmung harmonized remarks, deviations
requirements of the directive compliance i
graph Beschreibung ja nem  N/A standard and/or risks
short description yes no
8.2 Gewebe tierischen Ursprungs stammen von Tieren. die tier-

arztlichen Kontroll- und Uberwachungsmalinahmen unterzo-

gen warden, die der bestinrmungsgemaften Verwendung der

Gewebe angemessen sind. Die benannten Stellen bewahren

Angaben uberden Herkunftsort der Tiere auf. Die Verarbei-

tung, Konservierung, Prufung und Behandlung von Geweben,

Zellen und Stoffen tierischen Ursprungs erfoigt so, dass opti-

male Sicherheit gewahrleistet ist. Insbesondere ist durch an-

erkannte Verfahren zur Ausmerzung Oder Inaktivierung von Q Q
Viren im Verlauf des Herstellungsprozesses fur den Schutz

vor Viren und anderen libertragbaren Erregern zu sorgen.
Tissues of animal origin must originate from animals that have been subjected
to veterinary controls and surveillance adapted to the irtended use of the
tissues. Notified bodies shall retain information on the geog.'aphical origin of
the animals Processing, preservation, testing and handling of tissues, cells
and substances of animal origin must be carried out so as to provide optimal
security. In particular safety with regard to viruses and other transferable
agents must be addressed by implementation of validated methods of eiimi-
nation or viral inactivation in the course of the manufacturing p.-ocess

8.3 In sterilem Zustand gelieferte ProduKte sind so ausgelegt,
hergestellt und in einer nicht wiederverwendbaren Verpa-
ckung Lind/oder unter Verwendung geeigneter Verfahren so
verpackt, dass ihre Steriiitat beim Inverkehrbringen unter den
vom Herstelier vorgesehenen Lager- und Transportbedingun- No sterile product
gen erhaiten bleibt, bis die Steril-Verpackung beschadigt Oder B B No sterile accessories

geoffnet wird.

Devices delivered in a sterile state must be designed, manufactured and
packed in a non-reusable pack and/or according to appropriate procedures to
ensure that they are sterile when placed on the market and remain sterile,
under the storage and transport conditions laid down, until the protective
packaging is damaged or opened

No use of tissues of animal origin

8,4 In sterilem Zustand gelieferte Produkte sind nach einem ge-
eigneten, vaiidierten Verfahren hergestellt und stsrilisiert wor- No sterile product
den. B B No sterile accessories

Devices delivered in a sterile state must have been manufactured and steril-
ized by an appropriate, validated method

8.5 Produkte, die steriiisiert werden sollen, sind unter angemes-
senen uberwachten Bedingungen (z. B. Umgebungsbedin- No sterile product
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU B B No sterile accessories

Devices intended to be sterilized must be manufactured m appropriately
controlled (e g. e."vi‘cnmental) conditions,
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requirements of the directive compijance

graph Beschreibung ja nein HA standard and/or risks
short description yes no

8.6 Verpackungssysteme fur nicht sterile Produkte sind so be-
schaffen, dass die vorgesehene Reirheit dgs Produkts unbe-
schadet erhalten bleibt und. a a H
r>ackaging systems -or non-slerile devices must keep the', product without
deterioration at the level of cleanliness stipulated and. \

. I \

wenn das Produkt vor einer Anwendung sterilisiert werde.n 4
soli, das Risiko einer n’_ukroblellen Kontamination soweit wie a a a \ w\b sterile product
moglich verringert wind, No sterile accessories
if the devices are to be sterilized prior to use, minimize the risk of mic."obial
contamination-
das Verpackungssystem eignet sich fur das vom Hensteller- a a il \
angegebene Sterilisationsverfahren \
the packaging system must be suitable taking account of the method of ster-
ilization indicated by the manufacturer.

8.7 Verpackung und/oder Kennzeichnung des Produkts erlauben
eir.e Unterscheidung von gleichen Oder ahnlichen Produkten,
die sowohi in steriler als auch in nicht sterller Form m Verkehr a a a Only non sterile accessories
gebracht werden
The packaging and/or label of the device must distinguish between identical v
or similar products sold in both sterile and non-sterile condition

igenschaften im Hinblick auf die Konstruktion und die Umgebungsbedingungen
9 E haft Hinblick auf die K trukt d die U b bed
’ Construction and environmentaf propertes 1

9.1 Wenn das Produkt zur Verwendung in Kombination mit ande-

ren Produkten Oder Ausrustungen bestimmt ist: l"L\4

if the device is intended for use in combination with other devices or equip-

-die Kombination einschtieftlich der Anschlusse ist sicher,

the whole combination, including the connection system MUuSt be safe \ Net intend to us with other ME-products

O

- beeintrachtigt die vorgesehene Leistung der Produkte nicht.
must not impair the specified performances Of the devices.

0w 2 o
o
-

wn

Jede Einschrankung der Anwendung ist auf der Kennzeich-

nung Oder in der Gebrauchsanweisung angegeben.
Any restrictions on use must be indicated on the iabei or in the instructions for 1

use.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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para requirements of the directive compliance harmonized remarks, deviations
graph Beschreibung ja nein  N/A standard and/or risks

short description yes no
92 Die Produkte sind so ausgelegt und hergestellt sein, dass

folgende Risiken ausgeschlossen Oder soweit wie moglich
vArringert sind:
Devices must be designed and manufactured in such a way as to remove or

minimize as far as is possibie:
TR EN 60601-1-2006

Verietzungsrisiken im Zusammenhang mil ihren physika- (SLG lazS-' O-EP-H-DPOOI 111209)
lischen Eigenscfiaften, einschlielilich des Verhaitnisses a_ B B EN 60601-1-2006
(\j/olumen/Druck,hder Aonk1ess|ungen und gegebenenfalls PB,... Verification tota! device

er ergonomischen Merkmale;
the risk%f injurv, in connection with tl*;eir physical features, inciudi.ng the (MMO/11/03/16-01)
voiume/pressure ratio, dimensional and where appropriate ergonomic FB 7351 Veri MSNeXT 1590x+1593x
features. V01_MMo0140619-05

Risiken im Zusammenhang mit vernunftigerweise

vorhersehbaren Umgebungsbedingungen, wie z. B, 3 Q B )

Magnetfelder, elektrische Fremdeinflusse, eiektrostati- EN 60601-1:2006 TR EN 60601-1:2006

sene Entladungen, Druck, Temperatur Oder Schwankun- (SLG 1375-10-EP-11-PP001 111209)
gen des Drucks Oder der Beschleunigung;

risks connected with reasonably foreseeable environmental conditions,
such as magnetic fields, external electrical in'luences, electrostatic
discharge pressure, te.mperature or variations in pressure and

acceleration.
TREMC EN 60601-1-2:2007

Risiken im Zusammenhang mil wechselseitigen Sto*un- N Q B EN 60601-1-2:2007 (SLG 1375-10-EE-11-PB004)
gen durch andere Produkte, die normalerweise fur be-

stimmte Untersuchungen oder Behandlungen eingesetzt (

werden,

the risks of reciprocal interference with other devrees normally used in
the investigations or for the treatment given

Regularly annuary maintenance and cali-
Risiken aufgrund der Alterung der verwendeten Werk- Q Q 3 EN 60601-1:2006 bration

stoffe Oder der nachlassenden Genauigkeit einer Mefi-

oder Kontrolleinrichtung, die sich dadurch ergeben, dass

keine Wartung Oder Kalibrierung vorgenommen werden

kann (z. B. bei Implantafen).

risks arising where maintenance or calibration are not possible (as with
implants), from ageing ol materials used or loss of accuracy of any
measuring or control mechanism

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

para- Anforderungen der Richtlinie Uber einstim mung
requirements of the directive

graph  Beschreibung ja
short description yes

93 Die Produkte sind so ausgelegt und hergestellt, dass bei nor-
maler Anwendung und beim Erstauftreten”®ines Qefektes das
Brand- Oder Expiosionsrisiko soweit wie moglich.verringert
wird Dies gilt insbesondere fur solche Produkte, die bestim-
mungsgemaft entfiammbaren Oder brandfordernden Stoffen "
ausgesetzt werden.
Devices must be designed and manuiactured m such a way as to minimize
the risks of fire or explosion during normal use and in single fault condition.
Particular attention must be paid to devices whose intended use includes
exposure to flammable substances or to substances which could cause com-
bustion.

10. Produkte mit Metlfunktion
Devices with a measurina function

0,1 Produkte mit Meftfunktion sind so ausgelegt und hergestellt
sein. dass unter Berucksichtigung angemessener Genauig-
keitsgrenzen entsprechend der Zweckbestimmung des Pro-
dukts eine ausreichende Konstanz und Genauigkeit der MeR-
werte gewahrleistet wird.
Devices with a measuring function rriust be designed and manufactured in U
such a way as to provide sufficient accuracy and stability within appropriate
limits of accuracy and taking account of the intended purpose of the device.
Die vom Hersteller gewahiten Genauigkeitsgrenzen sind an- B
gegeben.
The limits of accuracy must be indicated by the manufacturer.

10,2 Meflskalen, Bedienungs- und Anzeigeeinrichtungen sind so
ausgelegt, dass sie unter Berucksichtigung der Zweckbe-
stimrnung des Produkts ergonomischen Grunds”lzen ent- B
sprechen.
The measurement, monitoring and display scale must be designed in line v/ith
ergonomic principles, taking account of the intended purpose of the device.

10.3

Bei Produkten mit Mefifunktionen werden die gesetzlichen
Elnheiten im Mefiwesen gemaR den Vorschriften der Richtli-
nie 80/181/EWG des Rates(l) venvendet. B

The measurements made by devices with a measuring function must be
expressed in legal units conforming to the provisions of Council Directive
80/181/EEC (1).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Identification number: MMo/14/06/18-01

harmonized

standard

EN 60601-1:2006

remarks, deviations

andior risks

TR EN 60601-1 2006
{SLG 1375-10-EP-11-PP00" 111209)

single fauit safety design

FB 7331 LoCC  MSNeXT  VO7
(MMol 40312-01)

No measuring function

No measuring function

No measuring function
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Anforderungen der Richtlinie
requirements of the directive
Beschreibung

Short description

Schutz vor Strahlungen

Protection against radiation

Aligemei.ne Bestimmungen

General

Die Produkte sind so ausgelegt und hergestellt, dass die
Strahlenexposition von Patienten, Anwendern und sonstigen
Personen so weil verringert wird, wie dies mil der Zweckbe-
stimmung der jevveiligen fur therapeutische oder diagnosti-

sche Zwecke angezeigten Dosiswerte nicht beschrankt wird.

Devices shall be designed and manufactured in such a way that exposure of
patients, users and other persons to radiation shall be reduced as far as
possible compatible w-ih the intended purpose, whilst not restricting the appli-

cation of appropriate specified levels for therapeutic and diagnostic purposes.

para-

graph

11
111

11.11

Beabsichtigte Strahlung

intended radiation

Bei Produkten, die zum Aussenden von Strahlung in einer
gefahrlichen Dosierung ausgelegt s-nd, die zur Erreichung
eines speziellen medizinischen Zwecks erforderlich ist, des-
sen Nutzen als vorrangig gegenuber den von der Emission
ausgelosten Risiken angesehen werden kann, ist es dem
Anwender moglich, die Emission zu kontrollieren. Diese Pro-
dukte sind so ausgelegt und hergestellt, dass die Reprodu-
zierbarkeit und Toleranz relevanter variabler Parameter ge-
wahrleistet ist

Where devices are designed to emit hazardous levels of radiation necessary
for a specific medical purpose the benefit of which ss considered to outv/eigh
the risks inherent in the emission, it must be possible for the user to control

the emissions.
Such devices shall be designed and manufactured to ensure reproducibility

and tolerance of relevant variable parameters. _
Produkte, die zum Aussenden von potentiell gefahrlichen

sichtbaren und/oder unsichtbaren Strahlungen bestimmt sind,
sind, soweit durchfuhrbar, mit visueilen und/oder akustischen

Einrichtungen zur Anzeige dieser Strahlungen ausgestattet.
Where devices are intended to emit potentially hazardous, visible and/or
invisible radiation, they must be fitted, where practicable, with visual displays
and/or audible warnings of such emissions

1121

112.2

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

Ubereinstimmung harmonized remarks, deviations
compliance
ja | nein | N/A standard and/or risks
yes | no |
TR EMC EN 60601-1-2:2007
EN 60601-1-2 2007 (SLG 1375-10-EE-11-PB004)
B Q IEC 60601-2-22 2007 TR IEC 60601-2-22:2007

| (SLG 1375-10-EP-11-PP002)
FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP0O01 1112091

TR EN 60601-4:1996

(SLG 1375-10-EP-11-PP001 111209))
TR IEC 60601-2-22:2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

1 EN 60601-1:2006
I EN 60601-1-4 1996M1:99
We C 606C1-2-22 2007

n I EN ISO 14971:2009
FB 730~ Risk Management Report

iViISNeXT (MMO/11/11.A5-04)

Several FB 7302 Risk Analysis and con-

trol
doc”s (see 2.1)

TR IEC 60601-2-22:2007
(SLG 1375-10-EP-11-PP002)
CL 7363 FN 980
(1S/11/03/15-01)
CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

IEC 60601-2-22 2007
EN 980:2008
EN 1041:2008
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para- Anfqrderungen dgr Richtlinie Ubereins;immung harmonized remarks, deviations
requirements of the directive compliance
graph Beschreibung ja nein N/A standard and/or risks
short description yes no
11,3 Unbeabsichtigte Strahlung r*
Unintended radiation Contact tip
Die Produkte sind so ausgelegt und hergestelit, 'dass die Ex- .
11 31 - . . protective laser goggles
position von Patienten, Anwendern und sonstigen Personen IEC 60601-2-22:2007 N
gegenuber unbeabsichtigter Strahlung bzw. Streustrahlung so Teres TR IEC 6060"-2-22:2007
weit wie moglich verringert wird. B EN 60825-1,2007 + (SLG 1375-10-EP-11-PP002)
Dev ces shall be designed and manufactured in such a way that exposure of Corr.l 2008 + Corr 2:2009 FEB 7336 Bewertung !EC 60601-2-22 ALX
patients, users and other persons to the emission of unintended, stray or HP 1S140612-01
scattered radiation is reduced as far as possible
CL 7355 EN 60 825-1 MSNeXT Vs,02
1S140610-02
11,4 Gebrauchsanweisung
Instructions
1141 Die Gebrauchsanweisung von Produkten, die Strahiungen ]
Y aussenden, beinhaltet genaue Angaben TR IEC 60601-2-22:2007
The opelrating instructions for devices emitting radiation must give detailed (SLG 1375-10-EP-11-PP002)
information as to FB 7336 Bewertung iEC 60601-2-22 ALX
tzhur Atrt defrtr]Strah:tezerr&?s?ionen, B IEC 60601-2-22:2007 HP 1S140612-01
e nature o e emitted radiation
EN 60825-1: 2007+
CL 7355 EN 60 825-1 MSNeXT Vs 02
. u den Moglichkeiten des Strahlenschutzes fiir Patienten und Corr.1,2008 + Corr 2.2009 1S140610-02
Anwender und B
means of protecting the patient and the user and
. . . . . EN 62366:2008 CL 73523 |IEC 62366/ EN 62366
zur Vermeidung von Midbrauch und installationsbedingten B (Z1/2011/03/31-01)
Risiken. EN 60601-1-6 2007
. . Lo . . CL 7360 EN 60601-1-6 MDS 159x Vs 01
on ways of avoiding misuse and of eliminating the nsks inherent m installa-
tion. (Z1/2011/03/30-01) -
11.5 lonisierende Strahiungen
lonizing radiation
1151 Produkte, die zum Aussenden lonisierender Strahiungen be-

slimmt sind, sind so ausgelegt und hergestelit, dass - soweit

durchfuhrbar - die Quantitat, die Geometrie und die Quaiitat

der ausgesandten Strahlung enter Berucksichtigung des be-

absichtigten Zweeks verandert und kontrolliert werden kon-

nen.

Devices intended to emit ionizing radiation must be designed and manufac-

tured in such a way as to ensure that, where practicable, the quantity, geome-

try and quality of radiation emitted can be varied and controlled taking into y
account the intended use.

no emission of ionizing radiation

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

graph

11.5.2

11.5.3

12.
nz2 i

Anforderungen der Richtlinie

requirements of the directive

Beschreibung

short description

Produkte, die ionisierende Strahlungen aussenden und fur die
radiologische Diagnostik bestimmf sina, sind so ausgelegt und
hergestellt, dass sie im Hinblick auf den vorgesehenen An-
wendungszweck eine angemessene Bild- und,'Oder Ausgabe-
qualitat bei moglichst geringer Strahlenexposition von Patient
und Anwender gewabhrleisten.

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

Produkte, die ionisierende Strahlungen aussenden und fur die
radiologischeTherapie bestimmt sind, sind so ausgelegt u.nd
hergestellt, dass sie eine zuverlassige Uberwachung und Kon-
trolle der abgegebenen Strahlungsdosis, des Strahlentyps und
der Strahlenenergie sowie gegebenenfalls ber Qualitat der
Strahlung ermoglichen.

Devices emitting ionizing radiation, intended for therapeutic radiology shall be
designed anc manufactured in such a way as to enable reliable monitoring
and control of the delivered dose, the beam type and energy and where
appropriate the quality of radiation

iCj i~44 xi
Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

Ubereinstimmung

ja
yes

B

Q

compliance
nein
no

Q

Q

Anforderungen an Produkte mil externer Oder interner Energiequelle
Requirements for medical devices connected to or equipped with an enerqy source

Produkte. die programmierbare Elektroniksysteme umfassen,

sind so ausgelegt, dass
Devices incorporating electronic programmable systems must be designed to
ensure

die Wiede.rholbarkeit,
the repeatability

die Zuverlassigkeit und
reliability and

die Leistung dieser Systeme entsprechend der Zweckbestim-
mung gewabhrleistet wird,

performance of these systems according to the intended use.

Fur den Fall des Erstauftretens eines Defekts im System sind
geeignete Vorkehrungen getroffen, urn sich daraus ergebende

& 000 LUPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU n oder soweit wie moglich zu verrin-

gern.
In the event of a single fault condition (ir the system) appropriate means

B

W

N/A

B
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identifical-on Qoclefye3f.'fr.onr""/day-number

harmonized

standard

X/\

EN ISO 14971.2009
EN 60601-X4;1996+A1;99
EN 62304:2006

IEC 60601-2-22:2007

EN 60601-1:2006

remarks, deviations

and/or risks

no emission of ionizing radiation

no emission of ionizing radiation

FB 7301 Risk Management Renort
MSNeXT (MMo/11/11/15-04)

TR EN 60601-1-4:1996

(SLG 1375-10-EP-11-PP001 111209)

CL 7365 DIN EN 62304 MeDioStar 4

(RH/11,f03/28-01}

TR |IEC 60601-2-22:2007
(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 [] v
HP 1S140612-01

TR EN 60601-1 2006
{SLG 1375-10-EP-11-PP001 i-ii209)



*PZuie 1,4 »mm-ey'y;]j ac «iiid o BT i ‘meiatvH i

CL / .
kL yjl/l42/] tW<o ~ 5Cifp «
Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC * lit. -

Identification number: MMo0/14/06/18-01 q Rage 18 of 33 -
VOWNDHoe's C-ocf*

Revision index: C
Identification code/yeer/month/day-number

Anforderungen der Richtlinie Ubereinstim mung . o
para requirements of the directive complian ze harmonized remarks, deviations

graph Beschreitl)ulng ja nein N/A standard and/or risks
short description yes no

12 la) Bei Prod_u_ktgn, die Software en'thgllen oder _bei <_jenen e.s sich TR EN 60601-1 2006
urn medizinische Software an sicSi handelt, ist die Softv;are
entsprechend dem Stand der Technik vaWiert, vwbei die (SLG 1375-10-EP-11-PP001 111209)
Grundsatze des Software-Lebenszyklus, des Ris'iKomanage- EN 60601-1.2006 TR EN 60601-1-4:1996

B Q EN 60601-1-4.i 996+A1:99 (SLG 1375-10-EP-11-PP001 111209)

ments, der Validierung und Verifizierung berucksichtigt sind.
Devices which include software or ihe software is medical sof*vare. the soft- EN 62304:2006 CL 7365 DIN EN 62304 MeDioStar SE

ware is validated according to (he state of the technology. The principles
the softv;are life-circle risk management, valicalion and verification viere (RH/11./03/28-01)
respected. Software verification and validation reports

12.2 Produkte mit interner Energieouelle, von der die Sicherheit
des Patienten abhangt, sind mit erne- Einrichtung versehen,
die eine Uberprufung des Ladezustands der Energiequelle Q O B
gestattet. n.a.
Devices where the safety of the patients depends on an internal power supply
must be equipped with a means of determining the state of the power supply.
12,3 Produkte mit externer Energiequelle, von der die Sicherheit
des Patienten abhangt, sind mit einem Alarmsystem ausge-
stattet sein, das jeden Ausfall der Energiequelle signalisiert. B B
Devices where the safety of the patients depends on an external power sup-
ply must include an alarm system to signal any power failure.
12.4 f'rodukte. die zur Uberwachung eines Oder mehrerer klini-
scher Parameter eines Patienten dienen, sind mit geeigneten
Alarmsystemen ausgestattet, durch die der Anwender vor
Situationen gewarnt wird, die den Tod Oder eine erhebliche \
Verschlechterung des Gesundheitszustands des Patienten B B B na

bewirken kdnnen.

Devices intended to monitor one or more clinical paiameters of a patient must
be equippetl with appropriate alarm systems to alert the user of situations
which could lead to deatn or severe deterioration of the patient's state of

health.

12.5 Die Produkte sind so ausgelegt und hergestellt, dass die Risi- -
ken im Zusammenhang mit der Erzeugung eleklromagneti- FB 7301 Risk Management Report
scher Felder, die in ihrer ubiichen Umgebung befindliche wei- MSNeXT (MMo/11/11/15-04)
fere Elnichiungen oder Ausrustungen i derer Tunkionse & B B ENISOLOOTLZOO  £5 7305 isk Anaiysis and conir
Devices must be designeéi and manufactured in such a way as to minirﬁize EN 60601-1_2 2007 EN 60601-1-2 (1S/11/01/26-01)

TR EMC EN 60601-1-2:2007

he risks of creating electromagnetic fields which could impair the operation of
other devices or equipment in the usual environment. (SLG 1375-10-EE-11-PB004)
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Anforderungen der Richtlinie
requirements of the directive

Beschreibung ja
short description yes

Schutz vor Risiken durch elektnschen Strom

Protection against electrical lisks

Dte Produkte sind so ausgelegt und hergestellt, dass das
Risiko von unbeabsichtigten Stromstofien bei sachgemafi>er
Installation und normaler Anwendung sowie beim Erstauftre-
len eines Defekts soweit wie moghch ausgeschaltet w'ird.
Devices must be designed and manufactured in such a way as to avoid as
far as possible the risk of accidental electric shocks during normal use and in
single fault condition, pi-ovided the devices are installed correctly.

Schutz vor mechanischen und thermischen Risiken

Protection against mechanical and thermal risks

Die Produkte sind so ausgelegt und hergestellt, aass Patient
und Anwender vor mechanischen Risiken, beispielsweise im
Zusaromenhang mit mangelnder Festigkeit Oder Stabilitat Oder K!
infolge des Vorhandenseins von beweglichen Teilen, ge- '
schulzt sind.

Devices must be designed and manufactured in such a way as to protect the
patient and user against mechanical risks connected with, for example, resis-
tance. stability and moving parts.

Die Produkte sind so ausgelegt und hergestellt, dass die Risi-
ken, die durch von den Produkten erzeugte mechanische
Schvvingungen bedmgt sind, unter Berucksichtigung des tech-
nischen “ortschritts soweit wie moglich verringert werden,
soweit diese Schwmgungen nicht im Rahmen der vorgesehe-
nen Anwendung beabsichtigt sind.

Devices must be designed and manufactured in such a way as to reduce to
the lowest possible level the risks arising from vibration generated by the
devices, taking account of technical progress and o' the means available tor
limiting vibrations, particularly at source, unless the vibrations are pad of ttie
specified performance.

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

Uber 3instim mung

complianc e

nein
no

N/A
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harmonized

standard

EN I1SO 14971:2009
EN 60601-1:2006

EN 1SO 14971:2009
EN 60601-1:2006

EN ISC 14971:2009
EN 60601-1.2006
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C- Ki5' S3 EEC M5N?XT
:C MMo*06'3-0i 30C*
remarks, deviations

and/or risks

FB 7301 Risk Management Report
MSNeXT {MMo/11/11/15 04)
FB 7302 Risk Analysis and control

93/42/EWG MDS SE (MMo/11,11/15-01)
TR EN 60601-1:2006
(SLG 1375-10-EP-11-PP001 111209)

FB 7301 Risk Management
MSNeXT (MMo/i"/1V15-04)

CL 73525 Risikobetrachtung

EN 60601-1:2006 (MMo/i 1/11/15-03)
TR EN 60601-1.2006

(SLG 1375-10-EP-11-PP001 11+'209)

Report

FB 7301 Risk Management
MSNeXT (MMo/11/11/15-04)

CL 73525 Risikobetrachtung

EN 60601-1.2006 (MMo0/11/11/15-03)
TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)
FB 7351 Verifizierung MDS SE
(MMo0/11/03/16-01)

FB 7351 Veri MSNeXT 1590x+1593x
V01 MMo 1406-19-05

Report
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

Revision index

Identification number: MMo0/14/06/18-01

laemii'cation code/yearYTontMay-numbaf

Anforderungen der Richtlinie

requirements of the directive

Beschreibung

short description

Die Produkte sind so ausgeleg* und hergestellt, dass die Risi-
ken, die durcn von den Produkten erzeugten Larm bedingt
Sind, unter Berucksichtigung des techni®hen Fprischritts
soweit wie moglich verringert werden, sowett dfe akustischen
Signaie nicht im Rahmen der vorgesehenen Anwendung be-
absichtigl sind; dabei warden die vorhandenen Mogiichkeiten
zur Minderung des Larms, insbesondere an dessen Ursprung,

genutzt.

Devices eiust be designed and manufactured in such a «/ay as to reduce to
the lowest possible level the risks arising From the noise emittec. taking ac-
count of technical progress and of the means available to reduce noise, par-
ticularly at sou-me, unless the noise emitted is part of the specified perform-
ance.

Vom Anwenderzu bedienende Endeinnchtungen und An-
schlusse an Energiequellen fur den Betrieb mit elektrischer,
hydrauiischer Oder pneumatischer Energie Oder mit Gas, sind
so ausgelegt und hergestellt, dass alle moglichen Risiken
soweit wie moglich verringert werden.

Terminals and connectors to the electricily, gas or hydraulic and pneumatic
energy supplies which the user has to handle must be designed and con-
structed in such a way as to minimize ail possible risks

para-

graph

12,7 3

1274

Zugangliche Telle von Produkten— mit Ausnahme von Teilen
Oder Bereichen, die Warme abgeben oder bestimmte Tempe-
raturen erreichen sollen — sowie deren Umgebung erreichen
keine Temperaturen, die bei normaier Anwendung eine Ge-
fahrdung darstellen kdnnen.

Accessible parts of the devices (excluding the parts or areas intended to
supply heat or reach given temperatures) and their surroundings must not
attain potentially dangerous teimperatures under normal use.

12.7.5
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Uber einstim mung

ja
yes

0

complian(:e
nein
no

HiIA

o d

harmonized

standard

EN 1SO 14971:2009
EN 60601 1:2006

EN ISO 14971:2009
EN 60601-1:2006
EN 980:2008

EN 1041:2008

EN I1SO 14971:2009
EN 60601 -1 :2006

page 20 of 33
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remarks, deviations

and.'or risks

FB 7301 Risk Management Report
MSNeXT (MMo0/11/11.115-04)

CL 73525 Risikcbetrachtung

EN 60601-1:2006 (MM o0/iim/15-03)

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)

FB 7351 Verifizierung MDS SE

(MMo.ill ,/03/16-01)

FB 7351 Veri MSNeXT 1590x+1593x
V01“ MMol 40619-05

FB 7301 Risk Management Report
MSNeXT {MMo/11,'11/15-04)

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)

CL 7363 EN 980

(1S/11,/03/15-01)

CL 7364 EN 1041 MDS 159x

(1S/11/03/15-02)

FB 7301 Risk Management Report
MSNeXT (MMo/11/11/15-04)

CL 73525 Risikobetrachtung

EN 60601-1:2006 (MMo/11/11/15-03)

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EIK

Identification number; MMo/14/06/18-01

Revision index: C

Identification code/year/fcnth/dsy-nuiTbe”

Anforderungen der Richtlinie
requirements of the directive

Beschreibung

short description

Schutz vor Risiken mfolge der Abgabe von Energie Oder Stof-
fen an den Patienten

pMtection against the risks posed to the p.atien! by energy supplies or sub-

stances

Produkte, die zur Abgabe von Energie Oder Stoffen an den
Patienten bestimnit sind, sind so ausgelsgt und hergestellt,
dass die abgegebene Menge zur Gewahrleistung der Sicher-
heit von Patient und Anwender mit ausreichender Genauigkeil

eingestellt und diese Einstellung beioehalten werden kann.
Devices for supplying the patient with energy or substances must be designed
and constructed in such a way that the flow-rate can be set and maintained
accurately enough to guarantee the safety of the patient and of the user

para-

graph
12.8

128 1

j Die Produkte sind mit Einrichtungen ausgestattet. die jegliche
Storung der Mengenregelung, die eine Gefahr darstellen

kann, verhindern und/oder signalisieren.
Devices must be fitted with the means of preventing and/or indicating any
inadequacies in the flow-rate which could pose a danger.

12.8.2

Die Produkte sind mit geeigneten Vorrichtungen ausgestattet
welche die unbeabsichtigte gefah.dich uberhdhte Abgabe von
Energie durch die Energiequelle bzw. von Stoffen verhindern
Devices must incorporate suitable means to prevent, as far as possible, the
accidental release of dangerous levels of energy from an energy and/or sub-
stance source.

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

Ubereinstimmung harmonized

compliance
ia nem N/A standard
yes no

EN ISO 14971:2009

IEC 60601-2-22.2007

EN 60601-1:2006

EN 60601-1-4:1996+A1 99
EN 62304:2006

EN 1SO 14971.2009

IEC 60601-2-22:2007

EN 60601-1-4:1996+A1 99
EN 62304.2006

B ( .

page 2+ of 33
Cl. 235' 38 <2 SEC MSNeXT
W MMai<66 8CF cox

remarks, deviations

and/or risks

FB 7301 Risk Management Report
MSNeXT (MMo/11/1t'i 5-04)

Several FB 7302 Risk Analysis and con-
trol

doc s (see 2 i)

TR IEC 60601-2-22:2007

(SLG 1375-10-EP--'1-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)
TR EN 60601-1-4:1996

(SLG 1375-10-EP-11-PP001 111209)
CL 7365 DIN EN 62304 MeDioStar SE
(RH/11/03/28-01)

FB 7301 Risk Management Report
MSNeXT (MMo/11/fl/15-04)

Several FB 7302 Risk Analysis and con-
trol

doc s (see 2.1)

TRIEC 60601-2-22:2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

TR EN 60601-1-4:1996

(SLG 1375-10-EP-11-PP001 111209)
CL 7365 DIN EN 62304 MeDioStar SE
(RH/11/03/28-01)
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC

Identification number: MMo/14/06/18-01
Ide™ tif:cat:on ccBe;'yeaf/montn.'day number

Ubereinstimmung
compliance
nem
no

Anforderungen der Richflinie
requirements of the directive

Beschreibung
short description
Die Funktion von Bedienungs- und Anzeigeeinrichtungen ist

auf den Produklen deutlich angegeben sein B
mThe function of !he controls and indicators must t)e dearly_ specified on Sne
]

N/A

ja
yes

[

devices.

Sind die Anweisungen fur die Anwendung des Produkts auf
diesem selbst angebracht Oder werden die Betnebs- Oder
Regelungsparameter visuell angezeigt, so sind diese Anga-
ben fur den Anwender und gegebenenfalls den Patienten

verstandlich.

Where a device bears instructions required for its operation or indicates oper-
ating or adjustment parameters by means of a visual system, such informa-
tion must be understandable to the user and, as appropriate, the patient

Bereitsteliung von Informationen durch den Hersteller
Information supplied by the manufacturer

Jedem ProduKt sind Informationen beigefugt, die — unter
Berucksichligung des Ausbildungs- und Kennfnisstandes des
vorgesehenen Anwenderkreises — die sichere und ordnungs-
gemafie Anwendung des P'odukts und die Ermittlung des
Hersteilers moglich machen Diese Informationen bestehen
aus Angaben auf der Kennzeichnung und solchen in der Ge-

brauchsanweisung.

Each device must be accompanied by the information needed to use it safely
and to identify the manufacturer, taking account of the training and knowledge
of the potential users This information comprises the details on the label and
the data in the instructions for use

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

standard

IEC 6060"-2-22 2007
EN 980:2008
EN 60601-'-4 1996+A' =9

EN 60601-1-6'2007
EN 62366:2008

EN ISO 14971 2009
EN 60601-1:2006
EN 980:2008

EN 1041 2008
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remarks, deviations

and/or risks

TR |EC 60601-2-22-2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

CL 7363 EN 980

(1S/11/03/15-01)

TR EN 60601-1-4 1996

(SLG 1375-10-EP-11-PP001 1H209)

CL 7360 EN 60601-1-6 MDS 159x Vs.01
(21/2011/03/30-01)

ICL 73523 IEC 62366/ EN 62366
;(Z1/2011/03/31-01)

T

FB 7301 Risk fvlanagement Report
MSNeXT (MMo/11/11/15-04)

I'R EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)

CL 7363 EN 980

(1S/11/03/15-01)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

CL 7356 GA MeDioStar VO1_Zi140205-01

CL 7357 Gerateschilder MS NeXT
V02 MMol 40618-08
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fAevision index: C

Anforderungen der Richtlinie
requirements of the directive

graph  Beschreibung
short description

b) Die fur die sichere Anvk'endung erforderlichen Informationen
Sind, soweit dies praktikabel und angemessen ist, auf dem
Produkt selbst und/oder auf der Stuckpackung oder gegebe-
nenfalis auf der Handelspackung angegeben Fails eine E:n-
zelverpackung nicht mdglich ist, sind die Angaben auf einer
Beoleitinformation fur ein oder mehrere Produkte
As far as practicable and appropriate, the information needed to use the
device safely must be set out on the device itself and/or on fhe packaging for
each unit or, where appropriate, on the sales packaging. If individua' packag-
ing of each unit is not practicable, the information mujsl be sei out in the leaflet
supplied with one or more devices.

O Jedem Produkt st in seiner Verpackung eine Gebrauchsan-
weisung beigegeben (£/ns Gebrauchsanweisung ist fur Pro-
dukte der Klasse / und der Klasse lla dann entbehrlich v/enn
die vollstandig sichere Anwendung des Produkts chne Ge-
brauchsanweisung gewahrleistet ist.)

Instructions for use must be included in 'he packaging for every device. 3y
way of exception, no such instructions 'or use are needed for devices in Class
I or lla if they can be used safely without any such instructions.

para-

13.2 Die Angaben werden in Form von Symbolen gemacht. Wer-
den Symbole und gegebenenfalls Identifizierungsfarben ver-
wendet, entsprechen diese den harmonisierten Normen.
Falls solche Normen fur den betrefferiden Bereich nicht exis-
tieren, werden die Symbole und Identifizierungsfarben in der

beigegebenen Produktdokumentation eriautert.

Where appropriate, this info.mnalion should take the form of symbols Any
symbol or identification colour used must conform to the harmonized stan-
dards, In areas for which no standards exist, the symbols and colours must be
described in the documentation supplied with the device.

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

Ubereinstimmung
compliance

ja nem N/A

yes no

E3 Q B

Identification number; MMo0/14/06/18-01

page 23 of 33
« 35”3 42 EEC MiVoX-

Identification code/year 'mopth.'day-number voe Mvoij'te.ifi.oi aoco

harmonized

standard

IEC 60601-2-22:2007
EN 980:2008

EN 1041 2008

EN 60601-1-6.2007

EN 104-;:2008
EN 60601-1-6:2007
EN 62366:2008

IEC 60601-2-22 2007
EN 980-2008

EN 1041:2008

EN 60601-1:2006

remarks, deviations

and/or risks

TRIEC 60601-2-22.2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung [EC 60601-2-22 ALX
HP 1S140612-01

CL 73523 IEC 62366i EN 62366
(Z1/2Q11/03/31-011

CL 7360 EN 60601-1-6 WDS 159x Vs 01
(Z1/2011/03/30-01)

User s manual is included

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

CL 7360 EN 60601-1-6 MDS 159x Vs.01
(Z1/1201i;03/30-01)

CL 73523 |IEC 62366/ EN 62366
(Z1/2011/03/31-01)

CL 7356 GA MeDioStar V01 Zh 40205-01

TR IEC 60601-2-22:2007
(SLG 1375-10-EP-11-PP002)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

CL 7363 EN 980

(1S/11/03./15-01)

CL 7364 EN 1041 MDS 159x
(iS/11/03./15-02)

CL 7356 GA MeDioStar V01_21140205-01
TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)
User's manual chanter 4. 5
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Anforderungen der Richtlinie

para- requirements of the directive
graph Beschreibung
short description
133 Die Kennzeichnjng enthall folgende Angaben-

1rhe label must bear the following particulars

a) : Name Oder Firma und Anschrift des Herstellers bei Produk-
men. die in die Gemeinschaft eingefuhrt werden, urn oort ver-
marktet zu werden. muss die Kennzeichihung osier die auilere
Verpackung Oder die Gebrauchsanweisung ferner den Namen
und die Anschrift des Bevolimachtigten enthaMen, wenn der
Hersteller keinen Firmensitz in der Gemeinschaft hat.
the name or trade name and address of the manufacturer For devices im-
ported into the Community, in view of the»r distnbubon -n the Community, the
label, or the ouier packaging, or instructions for use. shall contain in addition
the name and address of either the person responsible referred to In Article

14 (2) or of the authorized representative of the rnanufacturer established
within the Community or of the importer established within the Community, as

appropriate

b) aile unbedingt erforderlichen Angaben, aus denen, insbeson-
dere fur die Anwender, ersichllich ist, worum es sich bet aem
Brndukt und dem Packungsinhalt handelt;
the details strictly necessary for the user to identify the device and the con-
tents of the packaging;

c) gegebenenfalls den Ffinweis ,STERIL":
where appropriate, the word ‘STERILE";

b) gegebenenfalls den Loscode — nach dem Wort LOS" — Oder
die Seriennummer;
where appropriate, the batch code, preceded by the word LOT', or the serial
number;

e) gegebenenfalls das Datum, angegeben nach Jahr und Monat,
bis zu dem eine gefahrlose Anwendung des Produkts mdaiich
ist;
where appropriate, an indication of the date by which the device should be
used, in safety, expressed as the year and month.

f) gegebenenfalls den Hinweis, dass das Produkt fur den einma-
ligen Gebrauch bestimmt ist. {Der Hinweis des Herstellers auf
den einmaligen Gebrauch muss in der gesamten Gemein-
schaft einheitlich sein;)
where app.'-opriate. an indication that the device is for single use:

) bei Sonderanfertigungen den Hinweis ,Sonderanfertigung"”.
if the devrce is custom-made, the words ‘custom-made device .

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

irjentificaion code/vear/month/day-"jmber o\ e MG sy

Ubereinstimmung harmonized remarks, deviations
compliance
ja | nein I N'A standard and/or risks
yes | no |
I
TR EN 60601-1:2006
(SLG 1375-10-EP-11-PP001 '11209)
see also 13.1 a
o B B EN 60601-1:2006 CL 7357 Gerateschilder MS NeXT
V02_MMo0140618-08
on name plate and in user's manual chap
ter 10
User's manual chaoter . 4
B B EN 1041:2008 CL 7364 EN 1041 MDS 159x

(1S.'11/03/15-02)
CL 7356 GA MeDioStar VO1_Z1140205-01

see also 13 la

No sterile or sterilizable product

serial number on name plate
CL 7363 EN 980
(1S/11/03/15-01)

TR EN 60601-1-2006

(SLG 1375-10-EP-11-PP001)

EN 980:2008
EN 60501-1'.2006

“ou
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC

index: C

Identification number: MMo0/14/06/18-01

identification code/year/month/day-numbof

Anforderungen der Richtlinie

requirements of the directive

Beschreibung ja
short descriptor yes
bei fur klinische Prufungen bestirrimten Produkten den Hin-

weis ,,nur fur klinische Prufungen": B

ifAhe device is inlended for clinical investigations, the words ‘exclusively for
ciinicai investigations';

gegebenenfails besondere Hinweise zu Lagerung und/oder
Handhabung;

any special storage and/or handling conditions;

gegebenenfails besondere Anwendungshinweise;
any special operating instructions,

gegebenenfails Warnungen und/oder Hinweise auf zu treffen-

de Vorsichtsmaflnahmen; B
any warnings ano/or precautions to take;

bei aktiven Produkten mit Ausnahme der Produkte gemafi
Buchstabe e) Angabe des Hersteilungsjahres; diese Angabe

kann in der Los bzw. Seriennummer erscheinen, B
year of manufacture for active devices other than those covered by (e) This
indicat'on mav be included in the batch or serial number:

gegebenenfails das Sterilisationsverfahren,

where applicable, method of sterilization.

1st die Zweckbestimmung eines Produkts fur den Anwenden
nicht offensichtlich, 1st diese deutlich auf der Kennzeichnung
und in der Gebrauchsanweisung angeben B
If the intended purpose cf the device is not obvious to the user, the manufac-

turer must clearly slate it on the label and in the instructions for use

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

Ubereinstimmung

compliance
1 nein

1

N/A

B M

harmonized

standard

EN 60601-1:2006
EN 1041:2008

EN 60601-1-6-2007
EN 1047:2008
EN 62366,2008

see 131 a

see 13,1 a

e —

see 131 a

page 25 of 33
Cl n t\33 -2 EEC MS™e*
V06 VM014051S-0" dx»

remarks, deviations

and/or risks

User's .manual chapter 3

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 1112091
CL 7364 EN 1041 MDS 159x
(ISM1/03/15-02)

CL 7356 GA MeDioStar V01 ZI140205-01
CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02}

CL 73523 IEC 62366/ EN 62366
(Z1/2011/03/31-01)

CL 7360 EN 60601-1-6 MDS 159x Vs .01
(21/2011/03/30-01)

User's manual chapter 2

on name plate

No sterile or sterilizable product

CL 7356 GA MeDioStar V01_Z1140205-01
User's manual chapter 1
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Anforderungen der Richtlinie

requirements of the directive

Beschreibung

short description

Die Produkte und ihre abnehmbaren Bauteile sind — gegebe-
nenfalls auf der Ebene der Produktfose urtd sowqrt vernunfti-
gerweise praktikabel — identifizierbar. damit jedd geeignete
Mafinahme getroffen werden kann, um mogliche Risiken im
Zusanmenhang 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 de-
tachable components

Die Gebrauchsanwelsung enthalt nach MaSgabe des konkre-
ten Falles foigende Angaben:

Where appropriate, the instructions for use must contain the following particu-
lars;

Angaben gemaft Abschnitt 13.3 mit Ausnahme der Angaben

in Buchstaben d) und e);
the details referred to in Section 13.3. with the exception of (d) and (e):

die Leistungsdaten gemaS Abschnitt 3 sowie etwaige uner-

wunschte Nebenwirkungen;
the performances referred to in Section 3 and any undesirable side-effects;

bei Produkten, die zur Erfuilung ihrer Zvyeckbestimmung mit
anderen medizinischen Einnchtungen Oder Ausrustungen
kombiniert oder an diese angeschlossen werden mussen: alle
Merkmale. sowed sie zur Wahl der fur eine sichere Kombina-
tion erforderlichen Einrichtungen oder Ausrustungen erforder-
lich Sind;

if the device must be installed with or connected to other medical devices or
equipment in order to operate as required for its intended purpose, sufficient
details of its characteristics to identify the correct devices or equipment to use
i in order to obtain a safe combination:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC

Identification number; MMo0/14/06/18-01

Identification code/year/month/day-number

Ubereinstimmung

ja
yes

71

compliance
nein
no

td

N/A

A K\.V~

harmonized

standard

EN ISO 14971:2009
EN 60601-1-2006
IEC 60601-2-22:2007
EN 980 2008

EN 1041:2008

EN 60601-1.2006
EN 1041:2008

EN 60601-1:2006
IEC 60601-2-22:2007
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page 26 of 33
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remarks, deviations

and/or risks

Removable hana piece, signed with
manufacturer, item and serial number

mR EN 60601-1:2006

(SLG 375-10-EP-11-PP001 111209)

TR IEC 60601-2-22:2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewedung 'EC 60601-2-22 ALX
HP 1S140612-01

CL 7363 EN 980
(1S/11/03/15-01)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

TR EN 60601-1:2006
(SLG 1375-10-EP-11-PP001 111209)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

CL 7356 GA MeDioStar V01 ZI1140205-G1
TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)

TR IEC 60601-2-22:2007

(SLG 1375-10-EP-11-PP001)

FB 7336 Bewertung IEC 60601-2-22 ALX
HP 1S140612-01

User's manual chapter 1-3

No combination intended
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

Identification number: MMo/14/06/18-01 d\;agggﬂe%f%ﬁ

ice'itif’ca'ioG cocle/year/menth'dav-nu-mbef

1 -anmfjd

Revision index C

para- Anforderungen der Richtlinie UbereinstAimmung harmonized remarks, deviations
requirements of the directive compliance
graph Beschreibung ja 1 nein N/A standard and/or risks
short description yes 1 no
d) alle Angaben, mit denen uberpruft werden kann, ob ein Pro- TR EN 60601-1 2006
duKt ordnungsgemali installiert werden ist und sich in siche- (SLG 1375-10-EP-11-PP001 111209)

rem und betriebsbereitem Zustand befindet, sowie Angaoen TR EMC EN 60601--'-2.2007
zu Art und Haubgkeit der Instandhaltungsmalinahmen und der (SLG 1375-10-EE-11-PB004)

Kalibrierungen, die erforderlich sind, unri den sicheren und EN 60601--: 2006 TR IEC 60601-2-22 2007
ordnungsgenralien Betrieb der Produkte fortwahrend zu ge- EN 60601-1-2:2007 {SLG 1375-10-EP-11-PP002)
wabhrleisten IEC 6060-!-2-22.2007
all the information neeced to verify whether the device is properly installed Q EN 980.2008 FB 7336 Bewertung IEC 60601-2-22 ALX
and can operate correctly and safely, plus deiaifs of the nature ana hequency ’ HP 1S-140612-01
of the maintenance and calibration needed to ensure that the devices operate EN 1041:2008 CL 7363 EN 980
properly and safely at all times;
(1S/11/03/15-01)

CL 7364 EN 1041 MDS 159x
(1S/11'03/15-02)

e) gegebenenfalis zweckdienliche Angaben, die zur Vermeidung
bestimmter RisiKen im Zusammenhang mit der implantation
des Produkts zu beachten sino;

where appropriate, informalton to avoid certain risks in connection with im-
plantation of the device;

Angaben zu den Risiken wechselseitiger Slorung, die sich im
Zusammenhang mit dem Produkt bei speziellen Untersuchun-
gen Oder Behandlungen ergibt,

information regarding the risks of reciprocal interference posed by the pres-
ence of the device during specific investigations or treatment;
Anweisungen fur den Fall, dass die Steril-Verpackung be-
schadigt wird. dazu gegebenenfalis die Angabe geeigneter
Verfahren zur erneuten Sterilisation,

the necessary instructions in the event of carnage to the stenie packaging
and. where appropriate, details of appropriate methods of resterllization;

User's manual chapter 8, 11

9)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *

age 28 of 33
dpgss MBNe:X

Revision index C Identification number; MMo0/14/06/18-01 i a
Identification code.Vear/month/day-numbef ! V3 vme-05°8 —

Anforderungen der Richtlinie Ubereinstimmun ; it

para- oquifemenis of the directive compliance 9 harmonized remarks, deviations

graph  Beschreibung ja nein  N/A standard and/or risks
short description yes no

h)y bei wiederzuverwendenden Produkten Angaoen uber geeig-

nete Aufoereitungsve”®ahren, z. 8. Reinigung, Desinfektion, User's manual chapter 8, 11
Verpackung und gegebenenfalis SterilisaUpnsverj'ahren, wenn TR EN 60601-1:2006
eine err.eute Sterilisation erforderlich ist, sowie Angaben zu icd e . )
einer eventuellen zahlenmafligen Beschrankun” der Wieder- N EM 6060} 1:2006 {SLG 1375-10-EP-11-P.PO01 111209)
verwendungen; EN 1041:2008 CL 7364 EN 1041 MDS 159x
if the device Is reusable, information on the appropriate processes to allow (|S/11/03/l5'02)
reuse, including cleaning, disinfections, packaging and, where appropriate, CL 7356 GA MeDioStar VO1 Z!140205-01

the method of sterilization of the device to be destenlised. 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 I;

Soferr das Produkt einen Hinweis tragt, dass es fur den em-
maligen Gebrauch bestimmt ist.
Nach 13,1 keine Gebrauchsanweisung erforderlich ist,

N jedoch Informafionen uber bekannte Merkmale unc techni-
sche Faktoren, von denen der Hersteller weiB, dass sie erne
Gefahr darstellen konnten vorliegen,
warden die Infcrmationen 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 information on known characteristics B
and technical factors, known to the manufacturer that they could pose a risk

to be present to provide information to the user upon request

Hinweise auf eine moglicherweise vor der Anwendung eines TR EN 60601-1:2006
Produkts erforderliche besondere Behandlung Oder zusatzli- EN 60601-1,2006 (SLG 1375-10-EP-11-PP001 111209)
che Aufbereitung (ZB Sterilisation, Montage USW.); B EN 1041:2008 CL 7364 EN 1041 MDS 159x
details of any further treatment or handling needed before the device can be ’
used (for example, sterilization, final assembly, etc,); (|5/11/03/15'02)
bei Produkten, die Strahiungen zu medizinischen Zwecken EN 60601-1:2006 TR IEC 60601-2-22:2007
aussenden. Angaben zu Beschaffenheit, Art, Intensitat und IEC 60601-2-22:2007 (SLG 1375-10-EP-11-PP002)
Verteilung dieser Strahiungen , A EN 1041:2008 FB 7336 Bewertung IEC 60601-2-22 ALX
in the case of devices emitting radiation for medical purposes, details of the HP 1S140612-01
nature, type, intensity and distribution of this radiation.
Users manual chapter 3

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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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 Angaben die es dem medizinischen Personal
erlauben, den Patienten auf Gegenanzeigen und zu tre-fende
Vorsichtsmaflnahmen hinzuweisen. Dabei handelt es sich
infebesondere um folgende Ponkte'

VorsichtsmafJnahmen die im Falle von Anderungen in der

Leistung des Prodokts zu tre"fen sind;

The instructions for use must elso 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-
gerv/eise vorhersehbaren Umgebungsbedingungen zu elner
Exposition gegenuber Magnetfeldern, elektnschen Fremdein-
flussen, elektrostatischen Entladungen, Druck Oder Druck-
schwankungen, Beschleunigung, Warmequellen mit der Ge-
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, ther-
mal ignition sources, etc ,

ausreichende Angaben zu Arzneimitteln, fur deren Verabrei-
chung das betreffende Produkt bestimmt ist, hierzu zahlen
auch Angaben zu Beschrankungen in der Wahl der zu verab-
reichenden Stoffe

adequate information regarding the medicinal product or products which the
device m question is designed to administer, including any limitations m the
choice of substances to be delivered.

Vorstchtsmaftnahmen fur den Fall, dass ein Produkt im Flin-
blick auf seine Entsorgung eine besondere Oder ungewohnii-
Che Gefahr darstellt;

precautions to be taken against any special, unusual risks related to the
disposal of the device:

Stoffe Oder Dedvate aus menschlichem Blut, die gemafi Ab-
schnitt 7 4 einen festen Bestandteil des Produkts bilden,
medicinal substances incorporated into the device as an integral part in ac-
cordance with Section 7 4.

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

Ubereinstimmung
comphan :e

ja
yes

B

B

nein
no

B

N/A

B IEC 60601-2-22:2007

B

Identification number: MMo/14/06/18-01

Identificalion codeiVean'morth/day-number

harmonized

standard

EN 60601-1-6.2007

EN 1041:2008

EN 60601-1:2006
EN 60601-1-2:2007

pace 29 of 33
Cl 33 42 fccC MS~C!
VJ6 M>3?MCEIfI-0" 3CC.

remarks, deviations

and/or risks

User's manual chapter 1 2 6

c1 7360 EN 60601-1-6 MDS 159x Vs 01
(Z1/2011/03/30-01)

CL 73523 IEC 62366/ EN 62366
Z1/2011/03.G1-01

TR IEC 60601-2-22:2007

(SLG 1375-10-EP-11-PP002)

FB 7336 Bewe.dung IEC 60601-2-22 ALX
HP ISM0612-01

TR EN 60601-1:2006

(SLG 1375-10-EP-11-PP001 111209)
TR EMC EN 60601-1-2:2007

(SLG 1375-10-EE-11-PB004)

User s manual Appendix A

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
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Revision index- C Identification number: MMo/14/06/18-01 page 30 of 33
identiflcal’On coce/year/fionth/day-numbef VOG MM0140€I8-01 do»
_ Anforderungen der Richtlinie Uber einstim mung . .
Para- o quirements of the directive :omplian<:e harmonized remarks, deviations
graph  Beschreibung ja nein  N/A standard and/or risks
short description ves no
P) bei Produkten mit Messfunklion der vom Hersteller vorgege-
bene Genauigkeitsgrad, . } S B B No measuring function implemented
degree of accuracy clamed for devices with a measuring function.
q) Datum der Ausgabe Oder der letzten Uberarbeitung der Ge- CL 7364 EN 1041 MDS 159x
brauchsanweisung. o B B eniodi 2008 (1S/11/03/15-02)
N Date or edition or the last modification of the user manual See foot note in user's manual
Anhang X E Wy
N Annex X \ \
Klinische Bewertung
Clinical evaluation
1 Allgemeine Bestimmungen
11 General requirements o o
Same applications and similair

Der Nachv/eis, dass die Anforderungen den Abschnitten 1 3
und 6 nach Anhang | enullt werden, enfolgt auf der Grundlage
klinischer Daten.

parameterrs as the fonerunner device
MedioStar XT

be fulfled. 15 based on climcal data, oo b3 and @ ace. Amnextwit B B MEDDEV 27 1:2000 FB 735Le Clinical Bvaluation MS SE
Die Bewertung aieser Daten (klinische Bewertung) erfoigt fZ1/2011 10/95'01)
gemaB einem definierten und methodised einwandfreien Ver- FB 7351e ClinEval ALX HP
fahren auf der Grundlage: V01 Z|140113-01
CL 73641 ClinEval Vs02_Z1140403-01

""he evaluation of these data (clinical evaluation) must follow a defined and
methodologically sound procedure based on Ver

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Conformity Evaluation Essential Requirements acc, to CD 93/42/EEC * b
e . . _ age 3' of 33
Identification number: MMo/14/06/18-01 . Page s’ Of 53

Revision index
VC6 MMonO6-'/1-3"

i"Q'tificatiCn code/year/month/day-nufTibe’

_  Anforderungen der RichtMnie Ubereinstimmung . _—
para requirements of the directive compliance harmonized remarks, deviations
graph  Beschreibung ja 1nein n/A standard and.for risks

short description yes 1 no '
ri.1 Eioer kritischen Bewerfung der einschlagigen, derzeit verfug-
baren wissenschaftlichen Literatur uber Sicherheit, Leistung,
Auslegungsmerkmale und Zweckbestimmur.g des Produkts a B B
Dabei
A critical evaluation of the relevant scientific literature currently available
cash-on security, performance, design characteristics and intended use of the
Product database FB 7351 e Clinicai Evaluation MS SE
wird die Glelchartigkeit des Produkts mit dem Produkt B B (21./2011/10/05-0%)
nachgewiesen, auf dass sich die Oaten beziehen MEDDEV 2.7.1:2009 7351eChnEval ALX HP
Is the similarity of the product to the device, refer to that data VOl Z1140113-01
Und /and CL 73641 ClinEval! Vs02_Z1140403-01
belegen die Oaten in angemessener Weise die Uberein- B B
stimmung mit den einschlagigen grundlegenden Anforde-
rungen
The data as appropriate, the Convention with the consent relevant
basic requirements
1,1.2 Oder einer kritischen Bewertung der Ergebnisse samtiicher
durchgefuhrten klinischen Prufungen B B Wi
Or a critical evaluation of the results of all clinical examinations ’ na
1,1.3 Oder einer kritischen Bewertung der kombimerten klinischen
Oaten gemali 1.1.1 und 1.1,2
Or a critical evaluation of the combined clinical data provided in 111 and B B O n.a
112 -
1.1a Implantierbares Procukl Oder Produkt der Klasse llI \
Implantable device or product of dass 1M B B O \,
Wenn ja, Ifyes
Klinische Prufung ist durchgefuhrt
Clinical examination is carried out B B O \
Oder / or
Klinische Prufung isl nicht durchgefuhrt, die Verwendung
bereits bestehender klinischer Oaten ist ausreichend ge- B B 0
rechtfertigt
Cliniral avaminatinn ie not performed, the use of existing clinical data
& 000 LUPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU \
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Conformity Evaluation Essentia! Requirements aCC. to CD 93/42/EEC *

Anforderungen der Richtlinie Ubereinstimmung
requirements of the directive compiiance
Beschreibung ja 1 nein j nla

short description ves 1 no
Die klimsche Bewertung und ‘hre Ergebnis ist dokementied.

Die Dokumentation und/ oder ein austunriicher Verweis darauf

Sind in de” technischen Dokumentation®ber das Produkt auf-

genommen.
mThe clinical evaluation and its resu!' is documented, ~he eocumentation and /
or fully re'erenced In the technical documentation included on the product.

Die klinische Bewertung und ihre Dokumentation werden aktiv
anhand der aus der Uberwachung nach dem Inverkebrbringen

erhaitenen Daten auf dem neuesten Stand genalten
The clinical evaluation and its documentation wili be kept active on the basis
of the post-market surveillance data obtained to date

Eine klinische Uberwachung nach dem InverKehrbringen ist B
ais Bestandteil des Uberwachungsplanes nach dem

Inverkebrbringen nicht erforderlich,
A clinical post-market monitoring is not required as part of the post-market
monitoring plan.

Wenn ja, Ifyes B

Die Entbehrlichkeit ist ordnungsgemad begrunoet und doku-

mentiert
The dispensability is properly justified and documented

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

identification number: MMo0/14/06/18-01
Identification cocie/veai'mon'b'day-nuitiber

harmonized

standard

MEDDEYV 2,7,1 2009
EN 60601-1-6.2007
EN 1041:2008

EN 1SO 13485:2003
+ AC 2009
MEDDEV 2 7 1 2009

paae 32 of 33

CL 735 "yj 42_£cC WSNeX”
vCe Orex

remarks, deviations

and/or risks

FB 7351e Clinical Evaluation MS Si
(Z1/2011,/10,/05-01)

FB 7351 e ClinEval ALX HP

VOl ZI1140113-01

CL 73641 ClinEval Vs02_Z1140403-01

CL 7360 EN 60601-1-6 MDS 159x Vs 01
(21,"2011/03/30-01)

CL 73523 IEC 62366/ EN 62366
(21/2011/03/31-01)

CL 7364 EN 1041 MDS 159x
(1S/11/03/15-02)

CL 7356 GA MeDioStar VO1 Z1140205-01

FB 7351 e Clinical Evaluation MS. SE
(Z1/2011/10/05-01)

FB 7351e ClinEval ALX HP

V01 Z1140113-01

CL 7364-1 ClinEval Vs02_Z1140403-01

QMH:
PA 737 Design Changes
PA851/AA8523 Monitoring of cQmplanits
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Conformity Evaluation Essential Requirements acc. to CD 93/42/EEC *
page 33 of 33

Revision index: C Identification number; MMo/14/06/18-01 o Page 33 of 33
Identifica*:on code/vear/montr/d3y-"umbe" V06 '«JVsi'SOL.'S Di cx>
Anforderungen der Richtlinie Ubereinstimmung . -
para- requirements of the directive compliance harmonized remarks, deviations
graph Beschreibung ja nein N/A standard and/or risks
short description yes no j
Achtung: Dieser Absatz gilt nur, wenn der Nachweis der Ubereinstimmung mit den grundlegenden Anforderungen auf der Grundlage klinischer
11d Daten als nicht notwendig erachtet wird
, Der Nachweis der Ubereinstimmung mil den grundlegenden y EN 1SO 13485 2003 CL 73641 MEDDEV 271 klinBew MS-SE
Anforderungen auf dor Grundlage klinischer Daten ist not- +AC 2009 (21/2011/04/04-01)
‘é"?d'gi . ; - i . s e basis of MEDDEYV 2 7 1 2009 FB 7351 e Clinical Evaluation MS SF
vidence of compliance wi e essential requirements 1S me on e basis O
I clinical data is necessarv 1 (21/2011/10/05__01)
| 1 FB 73511 Review 2011 Anl.3
(21-11-03-28-01)

wenn ,Nein", if ,no"

CL 73641 ClinEvalVs02 21140403-01

diese Ausnahme ist angemessen begrundet S B B
FB 7351e OinEval ALX HP v01_21140113-Oi

this exception is properly ju.stified

Die Begrundung beruht auf dem Ergebnis des Risikomana-
gements und berucksichtigt die Besonderheiten der Wechsel-
wirkung zwischen Korper und Produkt die bezweckte klini- Q

sche Leistung und die Angaben des Herstellers.

The reasoning is based on the outcome of the risk man-agement and takes u
into account the specifia'ties of inter-actions between body and product, the

ciinicDI perfornnance and the manufacturer's claims

Der Nachweis der Ubereinstimmung mit den grundlegenden
Anforderungen erfoigt ,,NICHT" allein durch Leistungsbewer- 23 B B ( «

tung, Produktprufung und praklinische Bewertung.
Evidence of compliance with the essential requirements to be done “NOT
solely by performance, pro-duktprufung and preclinical evaluation.

Wenn ,NEIN": if .NO'

die Eignung dieses Nachweises ist ordnungsgemaH begriin-

det. 3 B B

the aoequacy of that evidence is property grounded

Anhang IX Klassifizierungskriterien
Annex IX classification criteria

N
Eine Klassifizierung des Cerates entsprechend der Regein Class lib
des Anhanges IX ist erfoigt. : e
e o Do winirdg dok%mentiert K1 B B EI\A(I:SZOO(:)LS485.2003 FB 7320 Gerateklassifizierung nach MPG
MKY10/10/27-01

;’ 000 UMPMM @ INFO@CIRMIRU @WWW.GUSZDRAVNADZUR.RU sice according to the njles of Annex !X is erfoigt.Das

approach has been documented
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Anderungs-Index: Identifikationsnummer: IS/11/02/17-04 a Reivemfﬁis}mﬁigisﬁ’mm
L Kurzei / Jahr / Monat m Tag-Ifd -Mr. 56 Vs 02 doc
Fur: Erstellt:

Entwicklungsprojekt: MedioStar SE 'Vs. Kurzbeschreibung der Anderung Datum Name Unterschrift
Projektnummer: 4800 93A 73031 01 Erstausgabe 24,06,10 M.Kleiner gez. Kleiner
Produktname MedioStar 02 Aktualiserung Normen 17.02.11  I.Streit I

(falls vergeben):

Artikelnummer 159x
(falls vergeben): -

Hinweis: Diese Liste enthalt grundlegende Normen und ist bei Bedarf urn entsprechende geratespezifische Normen zu erweitern.

MIt,.H" gekennzeichnete Normen sind harmonisiert nach RL 93/42/EVWWG
Mit ,V" gekennzeichnet bedeutet - verbindliche Gideiine der Europaischen Kommission

Priifung und Freigabe: Bereich j Datum I Name Unterschrift
Gepaift durch ~ r j KA <7 1—

. : N
Freigegeben durch Q h A _ _ JTRY, A

Grund fur letzte .Anderung der CL: Aktualisierung und Erganzung harmonisierle Normen
CL erstellt durch Prozesseigner FUE CL gepruft und freigegeben durch QM:

05.01.2011 |.Streit gez. Strelt o R, Thieme gez, Thieme
Datum Name Unterschrift Datum Name Unterschrift
L -—am T —__
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Lists LersT,ZLV.Sreliftnc*er horrsorrisis'/ts r'nc? bpc/feite-nclsr
Cu tozn Normen

~Anderungs-Index: Identifikationsnummer; 1S/11/02/17-04

Kurzsl / Jahr , Monal ' Tag-Ifd.-Nr

Nr. zutreffend | Richtlinie/ Norm/ Regein

93/42/EWG: 1993-06+ M1+M2+M3+M4+M5
Richtlinie 93/42/EWG des Rates uber Medizinprodukte {Stand 21 03.2010)

1H
Official Journal of the European Communities
Medical Devices Regulations (SOR/98-282j
i i (FOOD AND DRAGS ACT) Canada
o | y j I'Cb Application MDR Canada)
" Medical Device Code 21 CFR Part 820
(FOOD AND DRAGS Code ) USA
EN 60601-1: 1990 +A1:1993 + A2:1995
Medizinische elektrische Gerate - Teil 1. Aligemeine Festlegungen fur die
0 Sicherheit.Medical electrical equipment - Part 'i: General requirements for safety.
(Nicht fur Neuentwicklung, nur fur Anderung/ Erganzung)
3H Oder
EN 60601-1: 2006
Medizinische elektrische Gerate - Toil 1. Aligemeine Festlegungen fur die Sicherheit.Medical
electrical equipment - Part 1. General requirements for safety.
EN 60 601-1-1: 2001
Medizinische elektrische Cerate - Teil 1-1. Aligemeine Festiegungen fur die Sicherheit - Erganzungsnorm
4H O Festlegungen fur die Sicherheit von medizinischen elektrischen Systemen.

Medical electrical equipment - Part 1-1: General requirements for safety - Collateral standard: Safety
requirements for medical electrical systems.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1
i 1 EN 60 601-1-2: 2001 + A1:2006 (DIN EN 60601-1-2; 2006)
i MeOizinische elektrische Gerate - Teil '-2. Allgemeine Festlegungen fur die Sicherheit
einschlielilich der wesentiichen Leistuncsmerkmaie
|:| j - Erganzungsnorm. Elektromagnetische Vertraglichkeit Anforderungen und “~rufungen.
Medical electrical,equipment - Part 1-2: General requirements for safety and essential performance- CL 7353 1 O

1 Collateral standard' Eldctromiagnetic compatibility - Requirements and tests.

Oder
5H IXI Frmmmmmmmemmee -
EN 60 601-1-2: 2007 (
i Medizinische elektrische Gerate - Teil 1-2: Allgemeine Festlegungen fur die Sicnerheit
einschlieSlich der wesentiichen Leistungsmerkmale
- Erganzungsnorm: Elektromagnetische Vertraglichkeit - Anforderungen und Prufungen. |
Medical electrical equipment - Part 1-2: General requirements for safety and essential penormance-

Collateral standard: Electromagnetic compatibility - Requirements and tests. CL 73532 IS
(Anwendung in Verbindung mit EN 60601-1: 2006)
EN 60601-1-4: 1996 + Al: 1999
Medizinische elektrische Gerate - Teil 1-4: Allgemeine Festlegungen fur die Sicherheit - Erganzungsnorm: s
CL 7361

6H Programmierbare elektrische medizinische Systems

Medical electrical equipment - Part 1-4 General requirements for safety - Collateral standard Programmable External Test

electrical medical systems. Report
EN 62304; 2006
Medizinische Software Software-Lebenszykius-Prozesse
7H " Medical device software - Software life-cycle processes CL 7365 S
1
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1
EN 60601-1-6: 2004 j(
Meoizinische eiektnsche Cerate - Tel 1-6 Allgemeine Festlegungen fur die Sicherheit - I
] ErganzungsnoriT' Gebrauchstauglichkeit N CL73601B O
Medical electrical equioment - Part 1-6: General requirements for safety - Collateral

standard:Usability.
. (bis 01.06,12)

8H 1 Oder
i EN 60601-1-6: 2007 + CENELEC-Cor.:2010
Medizinische elektriscne Cerate * Teil 1-6: Allgemeine Festlegungen fur die Sicherheit -
Erganzungsnorm: Gebrauchstauglichkeit
s Medical electrical equioment - Part 1-6. General requirements for safety - Collateral CL 7360
standard: Usability. |
(Anwendung in Verbmdung mit EN 60601-1: 2006) i
EN 62 366: 2008
9H Medizinprodukte - Anwendung der Gebrauchstauglichkeit auf Medizinprodukte i
Medical devices - Application of usability engineering to medical devices. 1 CL 73523 j s
1
|
. i
EN 60 601-2-22: 1996- mit Berichtigung 1:1997 + Beiblatt 1/ prEN 60601-2-22: 2015 M
Medizinische elektnsclie Cerate - Teil 2: Besondere Festlegungen fur die Sicherheit von diagnostischen und 1 |'
therapeutischen Lasergeraten. )
CL 7354

10H . . . . . . . .
Medical electrical equipment - Part 2 Particular requirements for the safety of diagnostic and therapeutic

laser equipment. External Test

Report

EN 60 825-1: 2007+ Corr.1: 2008 + Corr.2: 2009
Sicherheit von Lasereinnchtungen; Teil 1 Klassifizierung von Aniagen und Anforderungen.

u Safety of laser products: Part 1: Equipment classification and requirements. CL 7355 Ki
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MEDDEV 271: 2009
Guidelines on Medical Devices- Evaluation of chnical Data (A guide foy Manufactures and Notified Body)

*% ) (AR

EN ISO 14155-1: 2009
Klinische Prufung von Medizinprodukten an Menschen-Teil 1. Allgemeine Anforderungen

Clinical Investigation of medical devices for numan subjects.

EN ISO 14155-2: 2009
Klinische Prufung von Medizinprodukten an Menschen-Teil 2:Klinische Prufpiane;.

Clinical Investigation o- medical devices for human subjects,

EN 1041: 2008
Bereitsteliung von Informationen durch den Hersteller von Medizinprodukten

Information supplied by the manufacturer of medical devices

EN 980: 2008
Graphische Symbole zur Kennzeichnung von Medizinprodukten

EN ISO 10993-1; 2009
Biologische Beurteilung von Medizinprodukten; Teil T Beurteilung und Prufungen.
Biological evaluation of medical devices - Part 1; Evaluation and testing.
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EN 1SO 14937; 2009
Sterilisation von Medizinprodukten - Allgen'eine Anforderungen an die Charakterislerung e™nes
|:| Sterilisiermittels und an die Entwicklung, Validierung jod Routineuberwachung eines Sterilisationsverfahrens

18H fur Medizinprodukte.
Sterilization of health care products.
EN ISO 17664: 2004
Sterilisation von Medizinprodukten - vom Hersteller bereitzustellende Informationen fur die
19H |:| Wie(_j_eral_Jfbereitung_ von resterilisierbaren_Geraten, _ _
Sterilization of medical devices - Information to be provided by the manufacturer for the processing of
resterllizable medical devices.
EN 556-1; 2001 +AC:2006
Sterilisation von Medizinprodukten: Anforderungen an Medizinprodukte. die als .STERIL" gekennzeichnet
204 |:| werden; Teil 1. Anforderungen an Medizinprodukte, die in der Endpackung sterilisiert warden.
Sterilization of medical devices - Requirements for medical devices to be designated "STERIL" - Pari 1

Requirements for terminally sterilized medical devices.

EN ISO 11135-1:2007
Sterilisation von von Produkten fur die Gesundheitsfursorge- Ethyienoxid
21H |:| Teil 1; Anforderungen an die Entwicklung, Validierung und Lenkung der Anwendung eines
Sterilisationsverfahrens fur Medizinprodukte CL 7522 ]
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EN ISO 17665-1: 2006
Sterilisation von Produkten fur die Gesundheitsfursorge - Feucht Hitze -
22H O 1 Anforderungen an die Entwicklung, Valid:e"ung und Lenkung der Anwendung eines Steril'sationsverfalT'ens
. fur Medizinprodukte
Sterilization of health care products - Moist heath-

EN ISO 11607-1 : 2009
Verpackung fur in der Endverpdckung zu sterilisierende Medizinprodukte
Tell 1 Anforderungen an Materiaiien, Sterilbarrieresysteme und Verpackungssysteme

CL 7521 0

23H n
EN ISO 11607-2 : 2006
Verpackung fur in der Endverpackung zu sterilisierende Medizinprodukte
Tell 2 Vaiidierungsanforderungen an Prozesse der Formgebung, Siegelung und

des Zusammenstellens

EN ISO 13485: 2003 + AC2009
i Qualitatssicherungssysteme - Medizinprodokte - Besondere Anforderungen fur die

24H n 1 Anwendung von EN ISO 9001,
' Quality systems - Medical devices - Particular requirements for the application of EN ISO 9001.

) EN ISO 14971: 2009
25H I Medizinprodukte' Anwendung des Risikomanagements auf Medizinprodukte.
Medical devices - Application of risk management to m.edical devices.
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Kurze' / Jahr : Monat f Tag-ifd.-Nr.

DIN EN 60 529: 2000-09
Schutzarten durch Gehause (IP- Code).
Degrees of protection provided by enclosures (IP code)

DIN EN ISO 14644-1:1999- 07
Remraume und zugehonge Remraumbereiche
Tcill. Klassifizierung der Luftrelnheit

DIN EN ISO 14644-2. 2001 - 02

Reinraume und zugehorige Reinraumbereiche
Teil2: Festlegung zur Prufung und Uberwachung zum Nachweis aer laufenden Uberemstimmung mit ISO

14644-1

DIN EN 60721-3-2 : 1998 - 03
Klassifizierung von Umwetibedingungen Teil 3 Klassen von UmwelteinfluligroRen und deren Grenzwerte

Hauptabschnitt 2: Transport
( «

CAN/CSA C22.2 No. 601.1 (Canadian national deviations)
Medical Electrical Equipment, Pari 1
General Requirements for Safety
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UL 60601-1 (U.S. national deviations)
Medical Electrical Equipment, Part 1
General Requirements for*afety)

21 CFR 1040 (04-1-02 edition) /Notice 50 FDA
Code of federal regulations - Food and Drugs 21.

CAN/CSA-ISO 13485:2003

Quality management systems- Requirements for regulatory purpose
CMDCAS

Canadian Medical Devices Conformity Assessment System

ISO 14971: 2007
Medical devices - Application of risk management to medical devices
Medical devices - Application of risk management to medical devices
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Clinical Evaluation MeDioStar SE :
Revision Index: ldentification number: Z1/2011/10/05-01 Lopage 1of 13
A Member Cude/y«ar/monh/-5«q'jerrti8l no. tQ-05-01.doc

Verification |:| Validation
Product / part: MeDioStar SE Material number; 159x
Cause: I 1 Product development Product change |-|
Original document: MDRequirement specification of Q Design specification of O

Lastenheftzm 0/11/18-01

M Risk analysis of M Change-applicatic D
Serial number; N/A

Brief description: (traceability of testing): literature route

"JL Trie goal of the new version of the MeDioStar was to improve ttie technique, which is some years old and
to reduce the production costs. Therefore there was no change relating to the Intended use as described
in the User Manual of the MeDioStar so far This was the request of the Requirement Specification
(Laslenheft Z1.U0/11/18-01) and was realized in the development of the new version There is no need for
a clinical study.

This assessment includes the evaluation of actual literature of lasers with the same specs like the laser
MeDioStar and of our own experience from our customers of the MeDioStar versions

Used measuring and test equipment: not applicable
Documents of the enclosure: (test reports etc.)

Requirement Specification (Lastenheft Z1/10/11/18-01), Konformitatsakte MeDioStar ALT 002/10, 5.1

App. 1. Protocol for Review of Literature

App 2: Literature: Clinical Studies with comparable devices and own experience with MedioStar so far
(including assessment of parameters used in the studies)

App. 3: App. 3 to Reviews 2011

App 4: Overview diode lasers used for clinical studies

Final assessment of results: (brief assessment, summary measures)

Based on the realized risk analysis and the evaluation of the information arising by the analysis of
the literature the final evaluation, that the benefit of the new device and the application is higher than
the risk (or the patient and the user. The expected side effects and risks are marginal and not higher
than the risks of other devices (including the older versions of the MeDioStar) which are used since
years for adequate applications.

VALIDATION NEGATIV [X1 VALIDATION POSITIV

if negalive, denved measures

Plan drawn by: Validation performed:
. . n

6 111 G.Zimmermann 6.10.11 G.Zimmermann Jej
Date Name Signature Dale Name Signature
Plan checked and released: <r. Validation checked and released:
7111 A Steps . - 7.10.11 A.Steps \
Dale Name Signature"J Date Name Signature ;

C.'t'r o nsrTc iTcaticr i*b; r r-ti'kEila ! V

~igam Dy. owit R>D: FT ohccivH! and .u er:, ¢ by QA:

1..07.u5 . Streii ik.'\Jtyrr 4 TiArme
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Clinical Evalution MeDioStar SE

Contents
0 Prelimenary note
1 Qualification of the author and the reviewer
2 Argument for literature route
3 Evaluation of literature

3.1 Study design
3.2 Evaluation of the scientific studies regarding effectiveness
3.2.1 Effectiveness demonstrated in percent
3.2.2 Effectiveness demonstrated by a scale
323 Comparison of results
3.2.4 histological findings
3.3 Evaluation of the scientific studies regarding side effects

Page 2 of 13

FB735leClineval MS-SE 21-2011-
10-05-01 .iJoc

3.3.1 Evaluation of side effects reported in the studies in detail

3.3.2 Side effects evaluated by histological findings (a)
and objective measurements (b)

3.4 Evaluation of contraindicalions/exclusion criteria described in the studies

3.4.1 Exclusion criteria of the studies and reports
3 4.2 Contraindications of the consulted standard book
3.5 Evaluation of customer experience
3.6 Evaluation of reports of the BfArM
4 Final assessment of results

0 Preliminary Note

The high power diode lasers in the near infrared (NIR) wavelength between 800 and 950nm
have now being used for m.ore than 10 years with very good results. Compared to other lasers
and intense pulse light systems (IPL)for the same indications the aiode lasers have a lower

tendency to side effects-..

Table of laser devices and light sources
which are used for the intended use of the MeDioStar

Type of device Wavelength comment

Ruby lasers 694nm Relatively high risk of side effects specially for darker skin

because of high rnelanin absorption

Alexandrite lasers 755n0m Relatively high risk of side effects specially for darker skin

because of high melanin absorption

High power diode 800 - 950nm ITow risk of side effects because of lower melanin absorp-
lasers tion
Low risk of side effects because of low melanin absorp-
tion.
Nd YAG lasers 1064nm More pain during treatment compared to all other devices

(long pulsed)

because of high water absorption. Water is the main com-

ponent of the skin,

Range between Highest risk of side effects because of broad range of
IPL 600- 1200nm wavelengths including a part of visible light, which has the
dependent on device highest melanin absorption compared to the lasers
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Asclepion Laser Technologies developed the first version of MeDioStar in 1999 (name of the
company to that time was Aesculap-Meditec) and the production and sales started in 2000.
Since that lime up to now 1476 high power diode lasers were sold (in different MeDioStar ver-
sions) worldwide, including countries where patients live with mainly dark skin.

The customers treated their patients successfully and with very low side effects.

These facts were already shown in the literature of the clinical evaluation of the last MeDioStar
version The overview of these articles is attached as Part A (studies, which were already eval-
uated tor the clinical evaluation of the current version of MeDioStar) of Appendix 2 of this evalu-
ation.

Among the other studies, specially study no. 2, which is a comparison between MeDioStar to
the only other higti power diode laser to that lime 'LightSheer' evaluated” that with same efficacy
the MeDioStar has less erythema and burned hair (no pigment changes or scars for both).
Additionally there was a customer experience with MeDioStar (no 4) with a very high number of
patients / treatments (200 / 978). The statistical analysis of these treatments of patients with all
skin types showed a percentage of side effects of 0.5% only (transient hyperpigmentation).

The following Clinical Evaluation of the MeDioStar SE is therefore based on the experience with
the current version of MeDioStar and analyzes additionally the literature which was not yet in-
cluded in the clinical evaluation of the current MeDioStar version.

1 Qualification of the author and the reviewer

The author of this evaluation, Mrs. G. Zimmermann is the Senior Product Manager and the per-
son in duty for medical validation and application by Asclepion Laser Technologies with a lot of
experience to carry out clinical evaluations.

Mrs. G. Zimmermann has a diploma in physics and has experience in application of medical
lasers for more than 20 years, especially for surgical lasers, lasers for dermatology and aesthet-
ics including the MeDioStar and devices using intense pulsed light (IPL), radiofrequency and
acoustic waves.

After graduation she developed laser devices as a scientific engineer for more than 10 years.
Since 1988 she was responsible for medical application of different lasers including MeDioStar
and worked together with ohysicians in various specialties. She also performed laser safety
courses including medical application for physicians for 18 years now and educated the sales
staff and doctors m using the devices.

She was in charge to supervising own application studies and evaluating scientific literature.
Working as Product Manager for more than 20 years she was also responsible for fixing of ap-
plication parameters of new lasers as well as supporting the development in respectto ergo-
nomically questions, writing the application part of user manuals, evaluating new devices in re-
spect to medical use and ergonomics.

1lhe reviewer of this evaluation, Mr Andre Steps, is not an employee of the manufacturer As-
clepiori Laser Technologies GmbH.

Mr. Steps has a prediploma in medicine and a sport science degree. Since more than 2 years
he educates doctors and nurses in the theoretical principles and practical application of lasers,
IPLs and other devices for dermatological and esthetic treatments. In this time he did a vast
number of trainings all over the world.

Therefore he has an excellent overview about all relevant lasers and devices used worldwide
for the intended use of the MeDioStar as well
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2 Argument for literature route

The goal of the new version of the MeDioStar was to improve the technique, which is some
years old, and to reduce the production costs.

The intended use (including indications and target group/contraindications) of the new version
MeDioStar SE is identical compared to the current version of the MeDioStar. The requested
application parameters related to the clinical performance, benefityrisk ratio, safety and risks are
the same. These are the range of wavelength, of fluence and of pulse duration, which were
used, as well as the skin cooling system.

The reason for tnis requirement in the Requirement Specification (Lastenheft Z1/10/11/18-01)
was, that the effectivity of treatments with the MeDioStar was proven, also compared to similar
devices Equally important, during all the time there were no complaints about serious damage
to health. The number of side effects (small blisters, crusts and temporary pigment changes),
which cannot be excluded totally, was very low

Additionally the remaining risks are identical to the current MeDioStar, which did not cause any
harm to patients or users in the past 12 years besides in some cases the possible side effects
stated in the manual. Therefore the warnings in the User Manual are the same. All warnings
and informations necessary in the User Manual of the new device are checked for complete-
ness at the basis of the Risk analysis MK 10/10/04-01 and MK 10/10/05-01 by CL7356 Check-

liste Gebrauchsanweisung, Z1/11/03/04-01 (see Record of Conformity MeDioStar 1590 ALT
002/10 chapter 7.2 and 7.9).

As for the current version of MeDioStar the treatment of the indications of the intended se by
high power diode lasers (including parameters) are standard treatments. There were already
scientific studies for the clinical evaluation of the current MeDioStar version showing the efficacy
and safety of these treatments for the patients.

Of course in the meantime more studies are published with the MeDioStar and similar lasers,
which support, the positive evaluation some years ago.

That's why it is possible to demonstrate, that the use of the new MeDioStar SE for the intended

use in question will be effective and safe with a reasonable benefit/risk ratio for the patients
treated

Evaluating these facts there is no need for a new clinical study. The assessment by literature
route is possible

This assessment indudes the evaluation of actual literature of lasers with the same specs like
the laser MeDioStar and of our own experience from our customers of the MeDioStar versions.

3 Evaluation of literature

This assessment includes the evaluation of actual literature of lasers with the same specs like
the laser MeDioStar and of our own experience from our customers of the MeDioStar versions,
which are sold in the past 10 years.

The following appendixes are part of this clinical evaluation'

App. T. Protocol for Review of Literature
App. 2: Literature.
Clinical Studies with comparable devices and own experience with MeDioStar so far
(including assessment of lasers/parameters used in the studies)
(including contraindications stated in a standard book for intended use in question)
App 3: App. 3 to Reviews 2011 Usability (including clinical evaluation)
App. 4. Overview diode lasers used for clinical studies
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3.1 Study design

(A) All studies (no, 10 - 19 of App. 2) confirm to the inclusion criterions as described in
App 1 and are prospective studies.
Note:
The reports no. 20, 21,22 and 23 are not considered as a ‘study’. But it was included in
this evaluation because it shows additionally the good results of our customers (see 3.5
for details).

(B) All studies demonstrate the effectiveness of the treatments in question as well as the
safety with a reasonable benefit/risk ratio

(C) All studies were published in journals with very good reputation, despite no. 10.

The study no. 10 was not published in ajournal and is already some years old (because
it was not published, it was not known so far). The reason to include this paper in this
evaluation was because of 2 reasons (additionally to the conformity to the inclusion crite-
rions as for all studies)

1 The co-author Rox Anderson, MD
He has the best reputation for lasers used for dermatological and esthetic treatments
worldwide Fie published a vast number of scientific articles and even standard books for
lasers in dermatology including the scientific basic principles for these applications. For
about 20 years now the community follows his principles. Additionally he educated a lot
of doctors, who are now well-known experts in this field.

2. The laser used in this study (brand: LightSheer/ company now: Lumenis)
This device is the most similar device to the MeDioStar at the imarket and is sold (in dif-
ferent versions, but with the same intended use and parameters) as long as the MeDio-
Star,
This laser is the 'gold standard’ for the laser epilation, because it was sold with the high-
est numbers all over the world and was proven for effectiveness and safety.
Already in the clinical evaluation of the current MeDioStar version it was shown by study
(App. 2: Part A, no 2) that the MeDioStar has the same effect and less side effects
compared to the LightSheer.

(D) All clinical studies were realized with the MeDioStar (no. 15 and 16 of App. 2) or similar
devices (no. 10, 11, 12, 13, 14, 17, 18, 19). The comparability of the other lasers used in
the studies is demonstrated in the assessments of the appendix 2. The range of parame-
ters used in the studies can be realized with the MeDioStar as well.

(E) Assessment of the study design in detail:
(see also the column Study Design of App. 2)

Study 10
See also comment under (C) above
valuable design, because:
- different combinations of application parameters were tested at test sites
and compared under the same conditions of 40 patients
- the same parameter combinations are already used, but so far not directly
compared in this way
- long term follow up (up to 6 months), which is necessary for hair removal
all skin types were included.

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



Verification / Validation Report

- - - . * d .
F8 73510 Clinical Evaluation MeDioStar SE «
Revision Index ldentification number: ZI/2011/10/05-01 .. Page6of13
A Mrynbcr CodRfyear/wnrih/'SttqDentiai no 10-05-01 doc

This is not easy to do, because dependent on location normally not all skin
types are available. That's why very seldom all skin types are included in a
study. (This IS important, because different skin types have a different tendency
to side effects.)

Slud_yJ 1

Very valuable design, because
comparison between the LightSheer (see comment C) and other lasers
used for the same indications
the other lasers are not exactly comparable to the MeDioStar because of
other wavelengths, but are competition at the market
High number of patients (171)
Very long follow up (12 months)

Study 12

Very valuable design, because
direct comparison between 2 high power diodes like MeDioStar
(LightSheer and the other brand Soprano/ company Alma Lasers)
Direct comparison between 2 different techniques, which are both used for
hair removal.
highest tolerable fluence with 1 pass vs low fluence with multiple passes
Direct comparison between light skin (skin type I-1l) and dark skin (llI-1V)
Assessment for different hair (color and thickness)
Long follow up with 6 months

Study 13
Valuable design, because
direct comparison between a high power diode like MeDioStar
(brand: Soprarto/ company: Alma Lasers) vs, an Alexandrite laser, which is
also a very well recognized laser for epilation
disadvantage: 18 patients only (but several areas)
Long follow up with 6 months

Study 14
Very valuabledesign, because ) %
Muiticenter study
*  Vjery high number of patients (368)
Objective measurement of biophysical properties of the skin additionally to ef-
fectiveness and side effects
Long follow up witti 6 months

Study 15
Very valuable design, because
Very scientific, randomized study with MeDioStar
Comparison, treated vs. untreated (control) axilla
Objective measurement of biophysical properties of the skin additionally to ef-
fectiveness and side effects

Study 16
Very valuable design, because
study with MeDioStar
high number of patients (143)
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treatment of Asian skin (Chinese)
(important, because reaction of Asian skin is different compared to all other
skin types)
Study 1/

Valuable design, because
randomized, blinded split-face study
Comparison: 940nm diode vs. 532nm laser, which is also well accepted in the
market for vascular treatments (brand: VariLite / company: Iridex)

Stucy 18

Valuable design, because
Histological assessment of 2 biopsies
Disadvantage: 15 patients (but multiple vessels) :

Study 1?
Valuable design, because
Vascular as well as pigmented lesions in the face were treated

The additional use of a chromophor for a part of the lesions plays no role for
this evaluation

3.2 Evaluation of the scientific studies regarding effectiveness

All these new studies document as well as the older studies of the last MeDioStar evalu-
ation the efficacy of treatments with the MeDioStar or similar devices for the intended
use.

It ISalready known, that the result is individually different and that is also shown in these
studies, e.g. the result of hair reduction depends par example on hair type. This is there-
fore explained in the User Manual of the MeDioStar (chapter Application).

For details see chapters below:

3.21 Effectiveness demonstrated in percent:
The reduction of hair for the diode laser used was shown in percent as follows:
6 months after a single treatment with high fluence: 28 - 50%
higher fluences have better effectiveness (no. 10)
6 and 12 months after multiple treatments: 65% (no. 11)
6 months after multiple treatments (no. 12):
86% with low fluence, multiple passes
91% with high fluence, one pass
6 months after 3 treatments (no 13); 2-43 %
(the 2% are for blond and thin hair, which is known to have bad results)
6 weeks after a single treatment: 48% (no. 15)

Improvement of ectatic vessels by the diode laser in percent was shown as:
- 2 months after 2" treatment: between 57,1% (chin) and 70% (cheeks) (no. 17)
- 2 months after 2™ treatment: 55.1% (no, 18)
- 4 weeks after 1 treatment all vascular lesions had healed (no. 19)

Improvement of skin relating to pigments (rejuvenation) was shown as:
- 2 months after 2*" treatment all pigmented lesions had healed (no. 19)

3.2 2 Effectiveness demonstrated by a scale:
In study no. 14 the degree of clearance of hair density was shown as follows.
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reduction of hair between 0- 25%; 29 patients

25- 49%:; 102 patients
50- 74%: 219 patients
75- 100%: 18 patients

32 3, Comparison of results

- for hair reduction the diode had the best results compared to Alexandrite and
Ruby laser, which had the poorest results (no. 11)

- result for hair reduction of one pass of diode laser with highest tolerable fluence
was slightly better compared to low fluence of diode laser with multiple passes
(see 3.2.1 also, no. 10)

- for dark skin types the diode laser with low fluence was clearly better compared
to Alexandrite laser, whereas the Alexandrite was slightly better for light skin
(no. 13)

- for vascular treatments the diode laser was significantly more efficacious for
larger caliber vessels compared to the 532nm laser, both wavelengths equally
for smaller vessels

3.2 4 histological findings:
- cytopathic and vacuole changes, also focal epidermolysis and architectural
changes in the hair shaft were shown (no, 14), which is relevant for hair removal
- immediately after treatment of veins the histological assessment showed that
the veins had collapsed, completely surrounded by mildly coagulated tissue
(no. 18)

3.3 Evaluation of the scientific studies regarding side effects

All these new studies document as well as the older studies of the last MeDioStar
evaluation the very low risk of unwanted side effects of treatments with the MeDioStar or
similar devices for the intended use with a reasonable benefit/risk ratio for the patients.
2 new studies which include histological findings (no. 9) and objective measurements of
biophysical skin properties (no 15) document, that these treatments are safe.

All side effects'seen with the 838 patients treated in all studies (much more sessions!)
were transient, besides 2 slight hypochromic halos in case of 2 re-treated pigments.
Pigment changes, if appeared, often need more than 2 months to disappear. Side
effects are in general more likely the darker the skin type of the patient is (additional
Asian skin) and for pigment removal and vascular treatments because of higher
absorption in these cases.

The size of the side effects in case of pigment removal (as reported above) or vessel
treatment is normally very small because limited to the size of the lesion treated

Side effects cannot be totally excluded, but reduced to a very low risk by doing test
treatments. This is explained in the User Manual of the MeDioStar (chapter Application).
For details see below:

3.3.1, Evaluation of side effects reported in the studies in detail:

1 Transient erythema and perifollicular edema were mentioned in study no. 14
for most patients and sessions.
Comment by author of the evaluation: This is seen as the desired clinical end
point for the test treatment - therefore not seen as real side effect in other
studies and that's why often not mentioned
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2. In all studies no permanent side effects were observed with the diode lasers
(such as scars or permanent hypo-/hyperpigmentation, which could be possible
in general) despite of a slight hypochromic halo in case of the 2 re-treated
melanosis after 2 months (reported in no, 19 for pigment removal).

Especially the statistics of the study no. 14 is very valuable, because out of
1840 treatments of patients with dark skin (higher risk of side effects!) realized
by 3 centers only transient side effects were seen (5.5%). This was mainly

pseudofolliculitis, which is often seen even after normal shaving in dark skinned
people.

3. No side effects at all were reported for the diode laser in study no. 13

(epilation, 18 patients, 54 treatment sessions) and in,study no 17 (vascular
treatments, 24 facial sites treated, 48 sessions)

4 In comparison to other lasers the least complications were obsen/'ed with the
diode laser

- compared to Alexandrite and Ruby (no. 11, epilation, 171 patients)

- compared to Alexandrite (no. 13, epilation, 18 patients, 54 sessions)
no pain, no side effects with diode -
1 case of crusts and pigment change as well with Alexandrite

- compared to 532nm (no. 17, vascular, 24 facial sites, 48 sessions)
less pain, erythema, swelling, cmsting with 532nm only

5. Temporary' pigment changes using diode lasers were reported in study no. 10
(see below), few cases in no. 11 (lowest number for diode compared to other
lasers) and 7 cases out of 143 patients (4.9%) with Asian skin (higher risk of
side effects!)

All patients of the darkest skin type VI had transient pigment change in study
no 10 The fluence used of 15J/cm’ was because of the study design and nor-
mally too high for this skin type. Their recommendation at the end of the study

was, to start the test treatment for skin type VI with a fluence of 10 J/cn* - that's
reasoriable.

6. One minor burns of a patients leg was reported (no. 12 and no. 18)

7. Less pain with the diode laser was reported in no. 13 and no, 17

3 3.2. Side effects evaluated by histotogical findings (a) and objective measurements (b);

a) Epidermis, stratum corneum and keratin were intact with no identifiable changes im-
mediately post treatment (no. 14, epilation, 9 biopsies).
b) No changes in Melanin index, trans-epidermal water loss, capacity of stratum
w corneum hydration, sebum and pH level up to 6 weeks after treatment with diode la-

ser

(no 15, epilation, 31 patients).

34 Evaluation of contraindications/exclusion criteria described in the studies

In the evaluation of the contraindications one has to consider, that not all exclusion crite-
ria of the studies are real contraindications Some of them are included only e.g be-
cause the result of the study has to be clearly related to the laser treatment in question

(point 11) or because of the special study design (e.g. related to special skin types, one
have to exclude the others, e g. no 14).
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That's why additionally to the studies (listed in 3.1) and reports (listed in 3.4) a standard
book, which describes application of different lasers in dermatology including contraindi-
cations was consulted (details see 3.3.2)

The exclusion criteria are in detail listed and evaluated in 3.3.1 for the studies men-
tioned. the contraindications of the standard book in 3,3.2.

All together one can clearly see, that the contraindications of the experts are of course
not as large-scaled compared to tne list of exclusion criteria of the studies.
Nevertheless all real exclusion criteria of the studies and contraindications of the stand-
ard book are included in the user manual of the MeDioStar.

3.4.1 Exclusion criteria of the studies and reports

The points 1 to 4 and 6 to 9 are stated as contraindications in the user manual of the
MeDioStar (chapters 1 3. 6.4.4 and 6.5.2). Skin disease in the treatment area of point 8
is for Herpes also stated in the chapters mentioned before Open wounds, infection and
inflammation (point 8) are sometimes related to spider leg veins and are therefore stated
in the manual as contraindications particularly for the treatment of spider leg veins, spec-
ified as ulcer, vasculitis and thrombophlebitis.

The exclusion criteria 'Nursing' (no. 5) is not seen as a contraindication, because there is
no additional possible side effect compared to other treatments (additionally: not men-
tioned as contraindication in the standard book, see 3.4.2).

The exclusion criteria ‘hormonal dystunction’ (no. 10) is related to the known effect, that
a high value of androgenetic hormons in women stimulates more hair growth. This would
of course influence the outcome of a study, that's why these patients were excluded in
study no 12. The fact, that the result of the hair removal treatment (number of treatment

sessions) depends among others on the hormonal status is specified in chapter 6.4.10 of
the User Manual.

List of exclusion criteria of the different studies;

1. Photosensitivity and medication with photosensitivity as known side effect:
stated in studies no. 12, 15 and 22

2. Tartned skin
stated as exclusion criteria in study no. 12, 13, 15, 18 and 22

&
3 Cancerous and pre-cancerous lesions
stated in studies no. 12, 19 and 22

4 Pregnancy
stated as exclusion criteria in studies no. 12, 14, 15, 17 and 22

0. Nursing
stated as exclusion criteria in studies no 12, 14. 15 and 18
6 Children

stated as exclusion criteria in studies no. 14 and 15

7 Keloids or hypertrophic scar formation
stated as exclusion criteria in studies no. 12, 13, 14, 15, 17, 19 and 22

8 Skin disease or inflammation, open wounds, infection, Herpes
stated as exclusion criteria in studies no. 12, 13, 14, 15, 17, 18 and 22
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0 Tattoos in the treatment area
stated as exclusion criteria in studies no 12 and 22

10 Hormonal dysfunction or intake of medications with androgenetic effects
stated as exclusion criteria m study no 12

11. Other exclusion criteria such as e.g other epilation methods used before,
which are clearly stated to meet the study design (no. 12 - 15, 17)

3-4 2 Contraindications of the consulted standard book
Consulted standard book (see also App. 2, Part B):

B Kardorff

Selbslzahlerleistungen in der Dermalologie und der asthetischen Medizin
Springer Medizin Verlag Heidelberg 2005

ISBN 3-540-21476-3

S119" (Autor: Dr. med. B. Kardorff), S.169 (Autor; Prof. Dr. med M Drosner)

Both authors are experts for application of lasers in dermatology and esthetic medicine
in Germany educating newcomers.

In this book among others the contraindications are listed for the Alexandrite (Kardorff)
and the Nd.YAG laser (Drosner) for the intended use in question.

For the diode laser one has to consider, that the wavelength of the diode laser MeDio-
Star (800-950nrn), is between Alexandrite (755nm) and Nd:YAG (1064nm). The melanin
absorption, which is important for the possible side effects with respect to pigment
changes and therefore for the contraindications, is lower with longer wavelength

As one can see in the list below for treatments with the Alexandtrite laser (1) more cau-
tion IS necessary (B, C, D) compared to Nd.YAG (2). This fact was shown also for the di-
ode laser similar to the MeDioStar e.g. in comparison study no. 11.

Therefore it is not necessary to observe C and D for the MeDioStar. The points A, B, E,
F, G (cancerous and pre-cancerous lesions in the treatment area) and | are included in
the contraindications of the MeDioStar user manual.

Point H is not really a danger (not mentioned for Alexandrite or in alt other studies).

The content of point J is described in the chapter 6 4.3 Selection of patients of the user
manual.

For vascular treatments point K is considered in the user manual by the indication limited
to vessel size between 0.5 and 2mm (chapter 6.5.1 Selection of patients) and point L as
contraindication ‘thrombophlebitis'.

List of contraindications

Intake of medication which causes photosensitivity (1)
Tanned skin (1)

Tendency to hypo- or hyperpigmentation (1)

Skin type V and VI (1)

abnormal scar formation (1)

anamnesis of Herpes (prophylaxis) (1)

nevi(2)

with deliberation treatment of large areas of the head (2)
strict indication for treatment of children (2)

gray (1 +2) or blond (2) hair and fine hair (2)

“—TITOmMmMoOoO WP
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additionally for vascular treatments:

K very fine vessels (redness of cheeks and in the face) (1)
L. coagulopathy (2)

Evaluation of customer experience

Scientific studies realized vifith MeDioStar (see above no. 15 and no. 16) and reports of
customer experience (see below no. 20 - 23) demonstrate the effectiveness and safety
with a reasonable benefit/ risk ratio using the current version of MeDioStar for the in-
tended use.

Additionally the direct comparison of the wavelength of the MeDioStar versions (no. 22
and no, 23) demonstrate once more clearly that the difference relating to efficacy is not
statistically significant and the side effects are very low for both with a slight advantage
for the 940nm for dark skin types, which was the reason to add this wavelength into the
MeDioStar some years ago.

For details see below:

Report 20

This report was included, because a high number of patients (106) were treated specially
for vascular treatments and a long follow-up was realized (6 months).

The effectiveness was reported as follows:

complete healing - 75% (79 patients),
significant improvement - 20% (21 patients),
moderate improvement - 4 % (4 patients),
inconsiderable improvement - 1% (1 patient).

Report 21

This report demonstrates by an objective measurement with a special camera the im-
provement of the skin after rejuvenation treatment. Despite only 6 patients were treated
once, this report was included, because the improvement of pore size, wrinkles and tex-
ture is usually done by evaluation of patient satisfaction and of before and after photos
by an observer or the therapist. That is not objective.

The camera W+th a special software (Canfield Visia System) assesses the improvement
in a percentage scale by measurements of before and after photos.

The results after only 1 treatment were (3 treatments are recommended):

Improvement of skin texture; 22 - 31%
Improvement of wrinkles: 33- 39%
Improvement of pore size; 10- 19%
Improvement of age spots: 15%

Report 22
in this report 5 patients were treated using a side by side comparison. It was included
despite of the low number of patients, because this is a direct comparison with the same
patient, same device from all technical details and identical parameters besides the
wavelength.
The result for these patients with mainly light skin types was:

- no notable differences between the wavelengths in efficiency and discomfort

- no side effects were seen.
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Report 23

As with report no. 22 the same design was used for the treatments, but in this case with
25 patients including dark skin types.
The result was;
- no significant difference in effectiveness between the wavelengths
average hair reduction for all patients: 58.11% for 810 and 60.35% for940nm
- only 1 patients had 20% difference between both sides
- no side effects with 940nm, 2 side effects with 810nm
(1 crust, 1 prolonged erythema and hyperpigmentation)
- specially the dark skinned patients felt the 940nm as being more comfortable

3.6 Evaluation of reports of the BfArM (German Federal Department forjDrugs and Medical Devices

The last research of the recommendations of the BfArM as well as the recalls of manu-

facturers was done at the 28" of March 2011 and gave no results which would be rele-
vant for the MeDioStar.

For details see App. 3 of this evaluation.

4 Final assessment of results

This evaluation of studies and reports realized with the older version of MeDioStar or
other devices which were demonstrated as equivalent showed the efficacy of the treat-
ments indicated in the intended use of this new MeDioStar laser device.

Side effects due to individual overtreatment can be blisters, crusts, pigment changes anu
scars, which are small, because limited to the target (e g. hair, vessel). They are normal-
ly transient despite the small scars, which are seldom. Side effects cannot be totally
avoided, but as shown in the evaluation the diode lasers and the MeDioStar cause less
side effects compared to other lasers. Additionally the side effects can be reduced to a
minimum by doing a test treatment as described in the user manual.

The contraindications found in the literature are included in the manual.

The user is informed about remaining risks in the user manual:
the possible side effects in chapters 6.4.5 and 6.5.3
the contraindications in chapters 1.3, 6.4.4 and 6.5.2

Based on this analysis of the literature the final evaluation, that the benefit of the new
device and the application is higher than the risk for the patient and the user The ex-
pected side effects and risks are marginal and not higher than the risks of other devices

(including the older versions of the MeDioStar) which are used since years for the appli-
cations in question.
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310 NasepHoe YCTPOWCTBO MMEET BbICOKUIA YPOBEHb M3/Ty4YEeHUS] B MH(ppakpacHoi 061acty, YTo MOXeET
MPUHECTU OLLYTUMbIA BPef, rnasam, eciim UCrosb30BaTh YCTPOCTBO He Cnefys MHCTPYKLMW.

|_|03TOMy, nepen Ha4asiom pa60Tb|, cnegyet BHUMATE/IbHO N3yYnTb JaHHOE PYKOBOACTBO U CneaoBarb
BCEM, NPOMNNCaHHbIM B HEM MpPeaoCTepeEXeHnAaAM N HaCTaB/IEHNAM.

BaxxHo 06paTVTb BHUMAaHMWE Ha TO, YTO /AN, HAXoAsLMecs: B NMOMELLEHNM, Tae paboTaeT yCTPOoIACTBO,
[OKHbI HAZIEBaTb NOAXOASALIME 3ALIMTHBIE QUK.

310 NasepHoe YCTPOCTBO MMEET BbICOKWIA YPOBEHb WU3/yYEHUSI B MHPpaKpacHol 06/1actu, KoTopbie
MOIYT NPUHECTW OLLYTUMbIA BPEeZ rnasam, ec/iv UCNoMb30BaTb YCTPOWCTBO HE Cneays UHCTPYKLUN.
Crporo cobnogalite MHCTPYKLWK, faHHbIe B 3TOM PyKOBOACTBE Nonb3oBatens, npouedypy pabotsi,
nogfepxaHns, NPOBEPKN WM KasIMOGPOBKM YCTPOIACTBA.

CopepxaHvie

1 BsepgeHve
1.1 O6uwasa NHdopmaums
1.2 CumMBONbI, NCMOJIb3yEMbIE B PYKOBOACTBE
1.3 Vicnonb3oBaHme Mo HasHaYeHUto
1.4 ABTOpCKME npasa
2. bBe3onacHocTb
2.1 O6uwas nHdopmaums
2.2 OneKTpuyeckme pucku
2.3 buonornyeckne pucku
2.4 Pagvonomexu
2.5 Nasep
251 JlasepHas 3MUCCUA BbI3bIBAET OMAcHOCTb /19 3PEHUA
252 B03MOXHOCTb BO3HVMKHOBEHUSA NOXapa
3. TexHnyeckne faHHble
3.1 Mogenu ycTpoiicTea
3.2 Cneundkaums

3.3 TexHuyeckoe onucaHne
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3.4 2nemeHTbl 6€30MacCHOCTA
4. Hauano pa6otsbl
4.1 O6nacTb AoCTaBKN
4.2 YcTaHoBKa
4.21  3cku3 ycTpoicTea
4.2.2  CuMBO/bI Ha YCTpOCTBE
4.2.3 0O6wan nHopmMaLusa no ycTaHoBKe
4.2.4  [ucTaHUMOHHbIA 60KMpaTop
4.2.5 HoxHoii BbikoyaTenb (Negasb)
4.2.6  AnnnvkaTtop CO BCTPOEHHbIM OX/1aAUTEIEM KOXMU
4.2.7  OCHOBHblE NOAKNHOYEHUSA
r 4.3 BxioveHune
5. Pab6orta ycTpoiicTBa
5.1 O6wasn nHcopmauus no paboTe yCTpoicTea
5.2 YctaHoBKa
5.3 YcTaHoBka napameTpoB 1 Ha4asio Tepanmu
5.3.1 T[lapameTpbl
5.3.2 CneunasibHble yHKLUW/ HACTPOKN
5.3.3 AktuBaumsa Pexuma [[OTOBHOCTY sla3epa 1 Hayana aMm1uccum
5.3.4 3ameHa annnvkaropa
5.3.5 BbIKIHOUYEHUNE YCTpOIiCTBA
6. [MpumeHeHne
6.1 O6LLas MHCTPYKUUS
6.2 O6Las MHGopMaums Nno Ne4YeHno
6.2.1 BsavMogelicTBMe /Ta3epHOro Jlyda 1 KOXu
6.2.2  Knaccudumkauusi TUMoB KOXK
6.2.3 0630p Hambonee 60IE3HEHHBIX YHACTKOB KOXM
6.2.4 [lapameTpbl NCMOSb30BaHKA

6.3 OBJIACTU NPUMEHEHWA-0630p
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6.4 Snunaums
6.4.1 OOBEKT: aHaTOMWNSA BOJIOC
6.4.2 ®a3bl pocta BOsIOC
6.4.3 Bbl6op NauMeHToB
6.4.4 TllpotuBonokasaHus
6.45 B03MOXHble NOGOYHbIE 3GAIEKTDI
6.4.6 [NogroToBka K JJa3epHO aNuAsumm
6.4.7 TpobHoe neyeHue
6.4.8 Tepanusa
6.4.9 TlocneonepaunoHHasn Tepanus
6.4.10 Tlocnepyowpme npouenypbl fim
6.4.11 Oxugaembiini cnocob fieveHns ns yaaneHust Boioc
6.5 JleyeHve cocynos
6.5.1 BbIibop nauyeHToB
6.5.2 [poTtnBonokasaHus
6.5.3 B03MOXHble NOBOYHbIE PIEKTDI
6.5.4 TlogroToBka K la3epHoli Tepanum
6.5.5 [pobHasn Tepanus
6.5.6 [pouepypa neveHus
6.5.7 TMocneonepauyoHHasa Tepanus
6.5.8 ConyTcrByloLLEe NneyeHve
6.5.9 Oxugaemblin pesynbTar NeveHnst
6.6 Tepanua AKHE
Oxupaemblii pesynbTaT fIeveHuns
6.7 OMONOXeHMEe KOXM
Oxupaemblii pesynbTaT neveHus
7  Axceccyapbl

8  OumucTka, Ae3VH(EKUMNA 1 CTEPUIN3ALMS
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8.1 ObLwue TpeboBaHMA
8.2 lMpoueaypa no oUNCTKe 1 Ae3nHAEKUMM annnkaTtopa
8.3 Ocobas npoueaypa no o4MCTKe U Ae3MHGIEKLMN anninkaTopa
9. Coo06LLeHne 06 OWwmMbKe 1 ero ycTpaHeHme
9.1 O6wan nHpopmaums

9.2 Coo00LLEHNA 06 OLWNBKE U ee yCTPaHeHne
10. Moppepxka

11. PerynapHasa nogaepxka, nposepka 6e30MacHOCTM U Kasimbposka
111 PerynspHasa nogaepxka
11.2 PerynapHas nposepka 6e30MacHoCT

12. Ytunusaums
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1 BsepeHve
11. O6was nHtopmaums

»  PyKoBOACTBO MO/b30BaTENS COAEPXKUT MHDOPMALIMIO OTHOCUTE/IBHO MPOLLECCOB UCTOMb30BaHNS
YCTpOlicTBa.

OHo ABNSETCA HEOTHEM/IEMbIM KOMMOHEHTOM FOTOBOIO MU34esns, COriacHoO NPUMEHNMbIM

HalWOHaJ1bHbIM, eBp0I'IeI7ICKI/IM n MexayHapogHbIM AUpPeEKTUBaM 1 3aKOHaM Mo
OTBETCTBEHHOCTU 3a KAQ4ECTBO BbIHyCKaeMOVI npoaykunn.

e BaxHeiiwas uenb - o6e3onacuTb nosnb3oBaresneit n naunieHToB OT PUCKOBaHHbIX CI/ITy&LI.I/IVI n
camo yCTpOVICTBO OT NOJIOMKN TP HEKOPPEKTHOM MCMOJ/1b30BaHN.

e PerynsipHoe 06Cy)XMBaHWE COMAcHO MHCTPYKLMM, KOTOPYH MOXHO HaiATyi B 3TOM PyKOBOACTBE,
YBE/IMUMBAET YETKOCTb U YA0GCTBO VCMO/b30BaHYS YCTPOMCTBA BO BPEMSI BCETO CPOKA CIyXObl.

e Boc/yuae HEMCMPABHOCTEN 1 OLLIMGBOK, KOTOPbIE BBIXOAST 3a IPaHNLbl BO3MOXHOCTEN CaMoro
Mosib30BaTe/si, CBSKUTECH cO Cryx6oii Moanepku.

O6si3aTe/bHbIM YCIOBUEM MCMO/Mb30BaHUS YCTPOINCTBA, SIB/ISETCS 3HAHWE UHCTPYKLK. oaTomy,
NoXasnyiicTa, 03HaKOMbTECH C COAEPXaHNeM 1 obpariTe 0co60e BHUMaHME Ha MHGDOPMALIYID,
OTHOCSILLYtOCA K 6E30MacHoi paboTe yCTpoiicTBa.

3anpeu.|,eHb| /06ble OTK/TOHEHUST OT npouecca MUCrosib30BaHnA, NMPornMcaHHOro B 3ToM PyKOBOACTBE, TakK
KaK 3T0 MOXET npnBecCT K yMEeHbLLUEHNIO FapaHTMVIHOFO CpOKa.

1.2.CmBO/bI, UCMOSb3YEMbIE B PYKOBOACTBE

B3TOM pyKOBOACTBE, MCMO/b30BaHb! CIeAyHoLLME CUMBOSIbI, A/1st MPUBEUYEHUS Ballero BHAMAHUS K
BO3MOXHbIM Yrpo3am WK C Liebio AaTb UHCTPYKLMK MO UCMOJIb30BaHII0 YCTPOKCTBA:

OnacHoCTb

3T10T CMMBO YKa3blBa€T Ha NPAMYH0 OMacHOCTb /14 XU3HN U 300P0BbA }'I}OAEI\/JI.

Heco6mo,u,eH|/|e ATUX I/IHCprKLI,VIVI BbI3bIBAET CEPbE3HYIO ONMacCHOCTb A/14 300P0BbA U XXN3HN,
BO3MOXEH fake NeTarnbHbIi nexoa.

MpenynpexaeHne

3T0T CUMBO/ YKa3blBa€T Ha BO3MOXHYH OMNaCHOCTb A/1A XXU3HW 1 300P0BbA I'IIO,EI.EIZ.

Heco6mo,u,eH|/|e ATUX I/IHCprKLI,VIVI MOXET BbI3BaTb CEPLE3HYHO OMNaCHOCTb /14 3400P0BbA U
onacHble A4 XX1U3HU noBpeXxXaeHus.

MpegocTepexeHvie

3TOT CMMBOJ1 YKa3bIBAET HA BO3MOXHYHO OMAacHyto cuTyauuio. HecobniogeHue 3tix
VHCTPYKLWA MOXET NPUBECTU K NOSYHYEHNIO PaH.
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BaxxHasa VHdopmaums

c 2"

JTOT CMMBOJT YKa3bIBAET HA BaXKHYK MHDOPMALMIO O HaZ/1exallemM UCnoib30BaHnm
ycTpoiicTBa. HecobnoaeHne 3TUX MHCTPYKUMIA MOXET HaHeCTu ylep6b COGCTBEHHOCTU WK MPUBECTH K
c60sIM YCTPOICTBA UM OKPYXXaKLLUX Ero yCTpoiCTB.

A 3ameyaHue

3TOT CMMBON YKa3blBaeT Ha npakTnyeckne noackaskm u 0cob6€eHHO nonesHyto

nHhopmaLuio, KoTopasi Mo3Bo/SET Monb30BaTENHO MCMOMBL30BaTh BCe (OYHKLMN
YCTpOWiCTBa Hambosiee oNTMMasibHbIM CrOCO6OM.

1.3. Vcnonb3oBaHWe Mo Ha3HaAYeHUo

PekomeHgoBaHHOE MCMO/b30BaHMe

EpiLab - 310 MMNyNbCHbIA ANOAHLIA nasep (knacc 4), MCNoNb3yLLMIACA AN YAANEHNST HEXeNaTe bHbIX
BOJIOCKOB, Tepanuv yrpeBoii Cbinu, COCYANCTO Tepanuu U BOCCTAHOB/IEHWSI (OMOJIOXEHNST) KOXM.
MenaHuH 1 KPOBb OTHOCWTE/TIbHO UHTEHCUBHO MOI/IOLLAOT /Ia3epHOE U3/TyUEHVE B OMNpeaesieHHol
061acTy, Torga Kak 6/M3nexallmii KoxHbliAi MOKPOB MOT/IOWAET ULb Masyro Aos0. Takum 06pasoMm,

n3nyvyeHne TepMmnyeckn nopaxaeT TO/IbKO Bbl6paHHyl0 KOXHYH MOBEPXHOCTb, HE 3a4eBasd Nnpu 3TtoM
6I'II/I3}'I€)KaLLI,yIO NOBEPXHOCTb.

MoxanyiicTta, obpaTnTech K rnase 6 g/1a 6onee Nogpo6HOM NHopMaLuM NO NCNOb30BaHNI
YCTpOVACTBA.

HekoppekTHOe MCnosib30BaHNE YCTPOCTBA MOXET NMPUBECTU K CEPLE3HOMY YLLEPOY 340pOBLH0. Mo 3TOl
MPUYUHE, AO/MKHBI COBMIOAATLCSA BCE MHCTPYKLMM 1 NPeLynpeXaeHuns, NponmcaHHble B 3TOM
pyKOBOZACTBE Npu No6bIX yCnoBusix! He cnegoBaHne MHCTPYKLUMAM, pacCMaTpUBaETCs Kak
HEKOPPEKTHOE MCMosb30BaHye ycTpolicTeal

3anpeLleHbl Ntobble U3MEHEHMS AAaHHOTO ycTpoiicTaal

[NpoTnBONOKa3aHNA

VHTEHCMBHOE NTa3epHOE M3/TyYeHNe B MHCPPAKPACHOW 06/1acTv, MOXET NPUBECTU K TEPMA/IbHOMY
MOBPEXAEHNIO CTPYKTYPbI NMOBEPXHOCTW KOXM. MPOTUBONOKA3aHUs, NPONUCAHHbLIE HIKE, OCHOBaHbI Ha

MHOrOJIETHEM OlbITE I/ICC}'Iep,OBaHI/IVI Nnas3epHbIX yCTpOVICTB TOro xe BO3,EI.eI7ICTBI/IF| Ha NMPOTSXEeHUN 15 rer.
HO OHM He ABMATCA OKOHYATE/IbHbIMU 1 3aKOHYEHHbLIMU.

UyBCTBUTE/bHOCTb K CBETY

Mpviem npenapaTos, KOTOPbIE YBEIMUMBAIOT CBETOBYIO YYBCTBUTE/ILHOCTb

MpoBeAeHHOe paHee feyeHve LenoanTa Ha BbIGpaHHOM yyacTke (pekoMeHAyeTcs NofoXaaTb
napy Hepnesnb)

PakoBble nin npeapakoBble MOPaKEHUs Ha BbIBPaHHOM yyacTke

BonocsHoi HeByC Ha BbIGPAHHOM yuyacTke

leprec Ha BbIGpaHHOM y4yacTke

KenongHas ucropus
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VIHTEeHCVBHOE Na3epHoe M3/yveHne Ha BbIGpaHHOM yUYacTKe, MOXET HAHEeCTV Cepbe3Hblil Bpes, rasam.
MoaToMy MCNONb30BaHMe fla3epHOl Tepanny Ha Koxe BOKpYr a3 ctporo 3AMNPELLEHO! 3peaka
Habnganocb BocnasieHme rnas Wi yxyaleHue 3peHns, HeCMOTPS Ha TO, YTO asa 6bun 3alupileHb!!

VHTeHcrBHOE Nna3epHoe n3siydeHne MOXKET CTarb I'Ipl/l‘-ll/lHOI7| Cepbe3HOro TepMasibHOro nospexaeHns
MOBEPXHOCTUN KOXXW. |_|03TOMy MNCnoJsib3oBaHne ﬂaSGPHOVI Tepanmm NpUMeHUTENIbHO K 6ep6MeHHbIM

XeHwyHam n getam, 3AMPELWEHO, Tak kak He NpoBOAMIOCh HUKAKUX MCCNEA0BaHNA OTHOCUTE TBHOM
3TOl rpynnbl NALWEHTOB.

MaumeHTbI € 3aropeson KoXen - 0CO6EHHO CBEXMM 3arapoM - 60/bLUE NOABEPKEHbI MOSIBIEHNIO
No6OYHbLIX 3GIPEKTOB , 0COBEHHO M3MEHEHWIO MUTMEHTALMM KOXW. VIM cnefyeT OT/IOKUTL Sla3epHyto
annnauuio!

Tarke, nosiBMeHe 60MbLLEro KoMyecTBa NO60YHbIX 3GIPEKTOB CBA3AHO C HANMUMEM TaTyVPOBOK.

Boriee TOro, B HEKOTOPbIX MECTax OHA MOXET BbITb cBeAeHa. [103TOMY He CTOUT NPOBOAUTL TEPANUIO
MNPy HUYKM TaTyVPOBOK.

MpoTMBOMNOKa3aHMA OTHOCUTESILHO Tepanqn Baprko3a XX A
MoBEPXHOCTHbIE BAPWMKO3HbIE COCYAbI, AMAMETPOM He 6onee 3 MM
BeTBMCTOCTb M BOKOBOE OTBETB/IEHME BAPUKO3HbIX COCYA0B
13BbI
Onabet
Backynut
emocTaTnyeckuii gepMatuT
Orexk cTon
Hesponatua Hor
KopTukoctepongHasn Tepanvs 3a nocnegsue 3 mecsua
Tpombognebut

OFpaHI/I‘-IeHI/IFl B NCNOJIb30BaHN

JaszepHast aM1CCKst YCTPOACTBA MOXET BbI3BaTb TEPMUUECKNE U3MEHEHUS CTPYKTYPbI TKaHMW.
Tepanus Ao/mkHa NPOBOAUTLCS UCKHOUMTETbHO MPAKTUKYIOLLMMM Bpadamy Wi Nog, X YETKUM
PYKOBOACTBOM M OTBETCTBEHHOCTHLIO (34€ECh U fasiee, NOJb30BaTESb).

AKTVBHbIE MeAULMHCKME U3AENVS MOTMYT NPUMEHSITLCS TO/IbKO CeLvaibHO 06yUYeHHbIMM
Monb3oBaTensamMu, KBasMgMKaLys KOTOPbIX, OCHOBaHa Ha MX NPOJIECCUOHA/bHOW MOArOTOBKE,
3KCMEPTHbIX 3HAHUAX 1 MPAKTUUYECKOM OrbITe.

370 roBOPUT VCKIUMTENIBHO O TOM, YTO MCMOJIb30BaHME YCTPOICTBA BO3MOXHO TOJIbKO TOrAa, Korga
Mo/b30BAaTE/ b MOSIHOCTLIO NMPOMHCTPYKTUPOBAH MO Ha/eXallemy VMCro/ib30BaHM0 YCTPOCTBA U
MOATBEPAN YYacTvie B TPEHUHIaxX CBOEW NoAnucbio B BaxteHHoM MeauuuHckom XypHare.

MHCTHTyT-AsclepionLaserTechnoiogiesTaKme npoBOAMT KypCbl NOBbILEHUA KBanugukaumm
MeAULMHCKMX CneunanucToB Ana paboTbl Ha nasepHbix annaparax upmsbl.

Afpec Kypcos

FDA recognition: K111851

Device type ace. to RL 93/42/EEC: Il b
UMDNS no.: 16-948 laser, the rapeutic
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1.4. AsTOpCK/e npasa

Crneumndomkaums MOXET M3MEHSITLCS B CBSA3N C Aa/IbHENMLLMM pPa3BUTUEM TEXHOMOTUIA. CBSXMTECH CO
Cnyx6oin Moaaepxkn Ballero gUCTpmobbioTopa 471 nosyvyeHnst 6os1ee HOBOM MHdopMaLMK.

3a VCK/ToYeHnem CaHKUMOHMPOBaHHbIX C/lydaeB, 3anpelaeTca nepenada n konmposaHme aTtoro

OO0KYMEHTa, €ro ytuinsauusa n packpbiTme ero cCoaep>XXmmoro. HapyLueHvle MOB/IEYET 3a COOONA BbIryiary
KOMneHcauyunn.

Bce npaBa 3allpLleHbl B C/lydae npeaoctaB/eHna narteHta Wi perucrpaunm Mose3Ho Moaenu.

2. besonacHoCTb
2.1.06uwana nHopmaupms

EpiLab ygosnetBopsieT Bcem TpeboBaHuAM AupekTuBbl MeanumHckmx Ycrpoiicts EC (93/42/EEC) n
Hemeukoro MeguumHckoro Akta Yctpoiicta (MPG).

EpiLab - megmuuHCckoe yCcTponcTBO Knacca Mo, cornacHo [MpekTvBe no NpuaoXeHuto IX
(Hanp.XMpypruveckmin MHBa3MBHbIV MPOAYKT, KOTOPbIA NpegHasHayveH 4715 BO36GyxaeH s
6ronornyeckoro adihekta - KOTOpbIii He fO/HKeH ObITb CryTaH € k1accoMm nasepal).

Kak v gpyrue ycTpoiictea, EpilLab, Bo BpeMsi paboTbl MOXET BbI3BaTh NOTEHUMA/bHBIE PUCKM.
Monb3oBaTesib Ao/MKeH GbITb OCBEAOM/IEH O HUX €LLe A0 Havana pa6oThbl C yCTpoiicTBOM. Cpeau Takuix
lel PUCKOB; 6UOMOTNYECKME 1 SNIEKTPUYECKME, Hapsiay C BO3MOXHOCTLIO BO3HMKHOBEHNS NOMXapa.

anAep)KMBaﬁTer HaUMOHaU1bHbIX MpPaBu/l, OTHOCALLUXCA K pa60Te C MEANLIMHCKNM yCTpOVICTBOM.

CornacHo AupektvBe MeavunHckmx Yctporicts BC (93/42/EEC), nonb3oBateny u3 ctpaH BECo6s3aHb!

XpaHuTb y cebsl BaxTeHHbIi MeanumHcknii XypHan. CoOTBETCTBYHOLLMIA 3K3EMISP NOCTAB/ISETCS

. BMECTE C YCTPOICTBOM.
T.. .

MPEAYTPEXKOEHVE

JlazepHoe yCTpOIACTBO MMEET BbICOKWIA YPOBEHb U3yUYEHUST B UHDPAKPACHOW 06/1acTU, YTO MOXET
MPVYBECTN K CEPbE3HLIM NMOBPEXAEHUSIM /183, EC/IM YCTPOINCTBO WCMO/b3YETCS HEMPaBU/IBHO.

TOYHO BbINO/MHSANTE UHCTPYKLMK, NPUBEAEHHBIE S B PYKOBOACTBE MO 3KCMyaTaumy 060pyaoBaHus 1
npoueayp Mo 3KCr/yaTauum, TEXHNYECKOTO 06CyXUBaHWS, Leneli NpOBEPKU WM KaIMGPOBKM.

MPEAYTPEXKOEHVE

V3nyueHne, ucnyckaemoe fia3epom, MOXET MOC/YXUTb NMPUUMHOM, XOTb U MaUI0BEPOSTHO,
BO3HMKHOBEHUS NMoxapa. Hi npu kaknx 06CTosATeNbCTBaxX He UCNOMNb3YNTe YCTPOWCTBO BO
B3pbIBOONAacHoO atmocgiepe (knaccudpmupmpyetcs, kak AP n APG IEC 601-1). MNo3aboTbTeck 0 TOM, YT00
YCTPaHUTb CYLLECTBYIOLLME B NOMELLEHUM Mapbl OT pacTBOpUTENEl WM NIErKOBOCTIAMEHSIOLLIMXCSA

XuaxocTteit (BO3MOXHO WUCMOMb30BABLLUMXCS A/1 OUMCTKU WK Ae3UHAIEKLMM), Npexae yeM Bbl HauHe
paboTaThb C /Ta3EPOM.
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OGpaTuTe BHAMAHUE Ha TO, YTO 3TOT NPOAYKT MOABEPraeTCst TEXHUYECKUM UCTIbITaHUAM O
6e30MacHOCTH, COM/IACHO CYLLECTBYHOLLEMY rpachuky - BbINOSIHEHWE B EXXErOAHbLIX MHTEpBasIax, [/1s
ob6ecrneyeHust 6e30MacHOCTU NepcoHana v NauyeHToB. HeBbINO/IHEHUE PErysisipHbIX NPOBEPOK, MOXET
MPVYBECTU K BO3HUKHOBEHUIO NPOG/IEM CO 340POBLEM.

PesynbTartbl Takux uccrnenoBaHuii No 6e30macHoCTU, AO/MKHBI ObiTb 3anmcaHbl B BaxTenHbT
MeguUMHCKUIA XKypHau.

CepsucHoe 06CyXUBaHNE, PEMOHT WM UCMPaBIEHNS MOTYT NPOBOAUTLCH TOMBKO MEPCOHaIOM |
AsclepionLaserTechnologies, niv gpyrumm vuamum, aBTopu3oBaHHbIMY /19 NPoBeAeHNs Takmux pabor,
4TObbI Y6eanTbCa B 6e30MacHOCTY NepcoHasia v NauveHToB.

BbinoniHeHne 06CyXMBaHWS, PEMOHTA WM U3MEHEHWIA YCTPOCTBA HE aBTOPU30BAHHLIMM JIALIAMM,
MOXET MPVBECTU K CEPbE3HOMY YLLep6y 30POBbIO.

2.2.2NeKTpruyeckue pucku

Jlazep paGoTaeT OT CEeTV NEePEMEHHOTO Toka. ECTb prick nosyyeHus anekTpoluoka! He pas6upaiite
YCTPOIACTBO, €C/M Bbl He 06/1aa€TE aBTOPM30BAHHbLIM NPABOM.

YCTDOVICTBO MOXXEeT pa60TaTb TOJIbKO MPU HaJTMYUN HaAEXHOro, XOpoLUOo 3a3eM/1IEHHOIO rHesa.

JNazep paboTaeT OT CETU NEPEMEHHOr0 Toka. ECTb pycK nostydeHust anekTpoLuokal
MPEOYTPEXXOEHVE

YCTpOICTBO paspaboTaHo C yUYETOM NPeOTBPALLEHMST POHUKHOBEHUS XWOKOCTU B PEXVIME 0BbIMHOTO
MCMO/b30BaHNS. Ec/M XMAKOCTL BCE Xe NonafaeT BO BHYTPEHHIO YaCTb YCTPOMCTBA WK annjiMKaTopa,
Bbl LO/MKHBI BbIK/IOUNTb YCTPOMCTBO U BbIAEPHYTH [MaBHbIA UCTOUHWK MUTAHWSI U3 PO3ETKM

2.3. buonoruyeckme pucku

KOHTaKTHasi NOBEPXHOCTb annvkaTopa, B3aUMOZENCTBYET C KOXKEW MauyeHTa Ha NpPOTSHKEHWN BCel
Tepanuu. CyLLECTBYET pUCK NMEepeHoca MYKPOOPraHU3MOB C KOXW Ha MOBEPXHOCTH anrn/iMKaTopa.

BbIGpaHHbIiA annnkaTop fO/MKEH GbITb TLLATE/TbHO QUMLLEH ¥ MPOAE3VHDMLMPOBAH Cpasy Xe, nocse
KaXKZO0ro 1CMosib30BaHus!

2.4. Papguornomexm

YcTpoiicTBo oTBevaeT ctaHgapTam BN 60601-1-2. YCTpoIAcTBO HE MOABEPraeTCcs 3/IEKTPOMarHUTHOMY
BO3JENCTBUIO APYrUX YCTPOICTB, KOTOPblE NOAXOAAT NOA, NAEHTMYHbIe CTaHaapThl. Bonee Toro,
YCTPOICTBO HE NPON3BOAUT 3/IEKTPOMArHUTHOE U3/ydeHne Gorblue ycTaHoBneHHoro BN 60601-1-2,
nmvmnTta. [leknapaupsi NPOM3BOANTENS 3/1IEKTPOMArHATHOV COBMECTUMOCTM, cornacHo BN 60601-1-2,
npuwiaraeTcst K 3aToMy PyKOBOACTBY.
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MPEAYNPEXAEHNE

Mpu akcnayaTayum MeANLUHCKUX YCTPOWCTB AO/KHbI CO6/104aThbCA Mepbl NPeAoCTOPOXHOCTH
OTHOCUTE/IbHO 3N1eKTPOMArHMTHON coBMmecTUMOCTM (EMC). YcTpoiicTBO McnyckaeT HU3KWe YPOBHU
371eKTPOMArHUTHOIO M3/y4YeHUsl, KOTOpOe MOXeT OKa3bliBaTb BAUSIHWE Ha yCTpoiicTBa, He oTBevyawlyme

cTaHgapTam. HenpefgycMoTpeHHble napaMeTpbl HACTPOWKN B 3TUX YCTPOMNCTBAX MOTFYT MOCAYXUTb
pe3ynbTaTtom Takoro addexTa.

MoxanyiicTa, co6noagaiTe npumMmedyaHus peknapauun narotosutens EMC B MpunoxeHuu, npu

YyCTaHOBKE W ynpaBieHUU YyCTPONCTBOM.

Annapartbl, He oTBeuall e NPoNMCaHHbIM Bbille cTaHAapTam , MOTyT BAUSATL HA pa6oTy AAaHHOTO
ycTpoiicTBa. Pe3ynbTaToM MOryT 6biTh HeNpeAHamMepeHHble U3MeHeHUsi HacTpoek. [To3ToMy, BbikOUUTE

TeneoHbl N NOXoXee 060pyaoBaHMe, nepes HavyanoMm pa6oTsl.

Mcnonb3oBaHne akceccyapoB M NPOBOAOB, HE pa3pelleHHbiXx Npon3soaMTeNnemM, MOTyT NMPUBECTU K
NOBbIWEHNIKD YPOBHA MU3nyv4yaeMblX NOMeX UMW K yBEJIMHEHUIKO YYBCTBUTE/IbHOCTU K BHELWIHUM

BOS,EI'eIZCTBI/IFlM C nNnponuCaHHbIMWM Bbille NocneacTBUAMN.
|/|CI'IO]'Ib3yl7ITe TO/IbKO aBTOpPMU30BaHHbIE Npon3BoaAnTeNneM akceccyapbl U Kabenu.

YCTpOIicTBO He J0/IXHO cobupaTbes/ pacnonaratbCsi pAjoM UAU COBMECTHO C APYTMMU yCTpoiicTBaMu.

Ecnu ycTpoiicTBo Bce xe pa6oTaeT psAoOM UM COBMECTHO C APYTMMU, BaXHO YyAOCTOBEPUTHLCS B €ro
KOppeKTHO paboTe B TAKUX YC/NOBUSX.

2.5. Nasep
2.5.1. Ja3epHoe n3nyyeHume BbI3bIBAET ONACHOCTb A4NA 3peHUA

Na3sepsl KI'IaCCI/ICbI/ILWIpyIOTCﬂ B COOTBETCTBMMN C NOTEeHUMNaNoOM BO3HUKHOBEHUA ONaCHOCTU. Haunbonee

onacHbIM siBNsieTcs 4 knacc ycTpoicTB (MeHee onacHblii - 1).

JaHHoe yCTpOﬁCTBO OTHOCUTCHA K Kfaccy 4. 3T0 03HayaeT, YTO eCTb BO3MOXHOCTb BO3HUKHOBEHUSA
npamMoro nnn gaxe paccedaHHOro ffasepHOro U3slyd4eHmsa, KOtTopoe MOXeT HaHeCTu Cepbe?:HbII7I Bpen

rnasam, B cjiydae HEKOPPEKTHOIo Mcnosib3oBaHunA yCTpOf/’ICTBa.

Mepbl NPefoCTOPOXHOCTH, ONUCaHHbIE 34eCb, LO/MKHbI GbiTb CTPOro COGI0AEHbI.

KpaiiHe BaxHOo, uTo6bl BCe nuua, HaxoAslWecs B NoMel,eHUn, rae paboTaeT yCTpoONCTBO, Hagenu
3alUTHbIe 0YKM, BO BpeMsi paboTbl nasepa.

CnepyeT 06paTuUTbCA K HaluMoOHaNbHbIM cTaHfapTam EN 60825-1, aonsa nonyyeHns 6osee NoOMHbIX Npasun
paboTbl C yCTPOCTBOM. VIHCTPYKLUMNA AOMNOMHAETCA HAaLWOHaNbHBIMYU pernamMeHTamu,
npegycmarpusatmowmmy 6a3oBylo 3alUTy OT ONACHOro f1a3epHOro u3nyvyeHunsa. VX uenb - 3awututb

nepcoHan n nayneHToB BO BpeMA npoBeaeHNA Tepannn.
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Moxanyiicta, cnefyinte HaUMOHasIbHBIM NpeanucaHnaM, AeiicTBUTEIbHbIM B MecTe Baluero
npebbiBaHus.

CTpOFO pekomMeHayeTCqa cnenosarb npasn/iaM, NPOMACaHHbIM HUXKE:

1 3apaHee 1 B NUCbMEHHOM BUAE, JO/MKEH ObITb HA3HaueH npencTaBuTesnb Cyx6bl NOAAEPXKA
Nla3epHOro YCTPOICTBa, CO CrieAyLWMM CNCKOM TpeboBaHuii:

KoHTponb pa6oTsl nasepa
Mopaepxka nonb3oBarens 41 6e30nacHoi paboTbl U NPUHATUS HEOOXOAUMbIX MEP

COpr,CI,HI/I‘-IeCTBO C ONbITHbIM NMNEPCOHa/IOM MO BbIMNO/IHEHUIO MEP 6e30nacHoOCTH npu
BbIMOJ/IHEHNN WX 3a4a4y, BK/IHOYaA Mchopmau,mo O Ba@XKHbIX npo6nemax 3alpTbl OT
N3ny4vyeHuns.

Ob6nactb paboTbl fnasepa

Bo Bpemsi onepauuu, Ta 06/1acTb, rae MOXeT BblTb AOCTUMHYT MaKCUMasIbHO paspeLLeHHbI YPOBEHb
U3/y4eHnst, TO eCTb, 3Ta camasi 06/1aCTb O/HKHA ObITh OrpaHUYeHa 1 OTMeYeHa NpeaynpeanTebHbIM
3HakoMm. O6nacTbio paboTbl Nasepa, 06bIYHO CUATAETCA NOMELLEHME, B KOTOPOM 3TOT /1asep 1
“cnonb3ytoT. MpefynpeanTesibHbIE OTHU U TPEYFO/IbHBIA XENTbIA NpeaynpeavTesbHbIA 3HAK AOMKHbI
MPUCYTCTBOBATbL BO BCEX TOUKAX AOCTyNa.

2. O6nactb paboTbl Nasepa

Bo Bpemsi npoueaypsbl, Ta 06/1aCTb, FAe MOXET BbiTb, AOCTUrHYT MAaKCMMaUTbHO Pa3peLLeHHbI YPOBEHb
U3MyYeHusl, JO/XHA ObITb OrpaHMYeHa 1 OTMeYeHa NpeaynpesuTe/bHbIM 3HaKoM. O6/1acTbio paboTsl
nazepa, 06bIYHO CUNTAETCS NMOMELLLEHUE, B KOTOPOM 3TOT Sla3ep U UCMosb3ykoT. MNpesynpeautesibHble
OTHY VI TPEYTOJIbHbI XeNThlid NpesynpeauTesibHbIA 3HAK JO/MKHbI MPUCYTCTBOBATL BO BCEX TOUKAX
Joctyna.

NOHD (YcnosHas OuctaHumsa Pucka gns as) 3Toro ia3epHoro yCTpolicTBa O4YeHb BE/KA,
Mo3TOMYy BCE NMOMELLEHNe, rae paboTaeT flasep, [OMKHO ObiTb COOTBETCTBYIOLLEE.

4. T[lepcoHanbHasa 3awmra rnas

JlazepHoe u3snyyeHne MOXET HAHECTW CYLLECTBEHHbIV Bpes r/iasam.

Kakaplli, KTO HAXoauTCs B MOMELLEeHU, rae paboTaeT nasep, AO/MKEH HAAETh 3aLLUMTHbIE OUKM, a a/1s
NaUVieHTOB AO/MKEH 6biTh YCTAHOB/EH 3ALLUMTHBIA 3KpaH!
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3almTHbIe OYKN 1 3KpaH A0/MKHbI COOTBETCTBOBATL BCEM TpeboBaHUSAM, NPONMCaHHbLIM B pasaere
TEXHNYECKOro ocHalleHus!

5. [dononHutesnbHbie Mepbl NPeaoCTOPOXHOCTA

SaLIJTODbTe OKHa u apyrme npoemMbl NOMeELLEHNA, Tae NponucxoaunT JiedeHne, YTOObI
nsbexartb HeXenaTeslbHO 3MUCCUM OT N3Ty4HeHuns.

Q/SbTe CMMCOK /1y, a4na aoctyna B roMeweHne 0o nauneHToB, OXnaaklwmnx evHeHna n
Tex iy, KOTopble Nnpowin KypChbl no pa60Te CyCTpOI7ICTBOM 1 Balumx acC1CTEHTOB.

Y6eauTtech, 4to NepcoHaUl, NPOBOASLLMIA IEUYEHNE, 1 ACCUCTEHTBI 3HAKOT KaK BbIK/HOUNTL
YCTPOWCTBO B HEMPEABUAEHHBIX C/lyYasiX.

Y6epuTe Bce META/IIMYECKVE NPEAMETBI TaKME, Kak yachl, KO/bLa, GpacieTbl Wi
MOXOXMWe MPUHAZIEXHOCTM M3 paboyeit 06/1acT U BO3AEPKMTECH OT UCMO/Ib30BaHMSA
3epKasibHbIX MPUMBOPOB 1 COOTBETCTBYIOLLMX MATEPUASIOB, A€ BO3MOXHO.

(3epkasibHble NPUGOPLI MOTYT OTPaXaTh JIa3ePHbI MOTOK U HANPAaB/ISTh B APYTYO
CTOPOHY. MHOrVe MOBEPXHOCTY, [aXKe Te, KOTOPbIE CUMTAKITCS MATOBbIMU, MOTYT
3HAYUTE/IBHO MOB/USTL HA [/IMHY BOJHbI S1a3epa.)

HanpaBnsiiTe akTVBHbINA /1a3ep TONBKO HA Ty 06/1acTb, KOTopasi BbiGpaHa Ay fieveHns

Vi36eraiite NpsAMOro B3r/i4a Ha OTKPbITBINA LT3 NOBEPXHOCTY annvkaTopa Wi
CTEK/NSIHHOE BOJIOKHO, AidXe ec/M Ha Bac HafeThbl 3alUnTHbIE QUK.

Bo Bpemsi ocTaHOBOK Tepanun, Bam cnefyeT nepeBectun ycTpoiicTeo B PEXXV/IM
OXNOAHUA (B PEXKVIME OXXNOAHNA nckntodeHa ciyyaiHas pasbt/iokMpoBKa Niasepa).

Bcerga N3BNEKaliTe KoY, npu BbIKNKHOYEHUN yCTpOI7ICTBZi N XpaHute ero B 6e30nacHOM
MecTe.

6. OTBETCTBEHHOCTb

Monb3oBartesib, OCYLECTBAALMIA paboTy fla3epHOro YCTPOACTBA OTBETCTBEHEH 3a €r0 6e30MacHOCTL U
COXpaHHOCTb. OH/OHa [OMKHBbI YOEAUTLCS, YTO ObUIM NPeANPUHSTLI BCE MepPbl NMPEAOCTOPOXHOCTM A0
Havasia paboTbl Nasepa. OyeHb BaXXHO, YTOObI BCE /LA, HAXOOALWMECS B MOMELLEHUN, rae paboTaeT
YCTPOICTBO, BK/tOYAsi NEPCOHas U NauUMeHTa, Haaenn 3aluuTHbIE OUKN.

2.5.2. B03MOXHOCTb BO3HMKHOBEHUA MoXxapa

M3-32 1a3epHOro M3/yYeHUs], UCXOLSLLErO OT YCTPOCTBA, ECTb PUCK BO3HWKHOBEHWS NOXapa, ecrin
nlazep 1Crosb3yeTcs PSAOM C BOCTIAMEHSIOWMMUCS NPeaMeTaMy, pacTBOpPaMy WK ra3oBbIMK
BELLECTBaM/ WM B MOMELLEHWUW C NEPEU3BLITKOM KMC/Iopoaa.

Bo nsbexaHne BO3HMKHOBEHMS noxkapa, nosib3oBaresib A0/DKEH MPUHATL COOTBETCTBYHOLLME MEPbIL:

« Toxanyiicta, noAsepraiite nasepHoOMy M3/y4eHnto TONIbKO BblGpaHHble 06/1acTu
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Moxanyiicta, MCnonb3yiiTe He NerkoBocnaaMeHsa W necs BewecTsa AN NOATOTOBKU
060pyfoOBaHUS U Tepanuu v 4N OYUCTKM U fe3nHd ek annamkaTtopa HenocpeacTBEHHO 40 U
BO BpeMs nevyeHnsi. Eciv He BO3MOXHO u36exaTb UCNONb30BaHUA pacTBopuTeneil, Takux Kak
CNUPT WU M30NPONUAOBLIA CNUPT, 4O N BO BPEMs /ledeHus, nap 4O/KeH 6biTb yaaneH
npoBeTpuBaHWEM Nepej akTuBauueil nasepa unu, no kpaiHein mepe, cnegyeT noxaaTb

HEeKOTopoe BpemMA.

Mpu aHecTe3nn, ecnu H906X0,CI|I/IMO, I/ICI'IOI'IbSyI7ITe, nomany[/'l(:Ta, HeBOoCnnamMeHAUWMeca

BeuwecTBa,

McknwouuTe, noxanyiicta, UCNonb30BaHWe OKUCMUTENbLHOTO rasa, Hanpumep okcug asota (birO)um
kucnopos. ByabTe 0CO6EHHO OCTOPOXHbI, NPU UCMONb30BaHUN Kucnopoaa. Kucnopog

yBenun4yneaeT pasMepbl UM NHTEHCUBHOCTb NoXapa.

B nomeweHuu, roe NnpoBoAUTCA Tepanusa, XpaHUTe Kak MOXHO MeHblle BOCNIaMeHALWmMXca
Bewects. Ecnu gna tepanuun HeO6XO,CI,I/IMO ncnosb3oBaHMe BocCnaamMeHAUW NXCA Belw eas,

noxanyicra, yBnaxHute ux.
MoxanyiicTa, XpaHUTe 0fEXAY Kak MOXHO Aafblie OT MecTa siedeHus.

HekoTopble maTtepuanbl, NPpONUTaHHbIE KACNOPOAOM, HANPUMeEP X/0NOK, MOTYT

BOCN/aMeHSTbCS OT BbICOKMX TeMNepaTyp, 4To 1 nogpasymeBaeT paboTa fa3epHOro ycTpoicTea.

Bcerga xpaHuTe B NOMeUW,eHUM ManeHbKUil OTHEeTYWUTENb U BOAY.

3, TexHu4yeckme xapakTepuUCTUKMU

3.1. Mopgenwn ycTpolicTBa

O6o03HauveHune OnucaHune

The Epi Lab(15901) BbICOKOMOLWHbIA ANOAHBI nasep

Annnukatop 14x10(4060) CTaHpapTHbIN annavkaTtop ANSA yAaneHus BOJoC

Annnunkatop 8x6 (4062) BbICOKOMOLWHBIA annavkaTtop AN yaaneHnsa Boaoc
(onuwus).

Annnukatop 4x3(4061) AnnnvkaTtop Ana nevyeHuna cocygos(onuyunsa)

CTaHzapTHas nocTaBka Bk/o4aeT B ce6a o6opyaoBaHue COAHUM annankaTopoM.

3.2. Cneuundukaunsa

Cneyundukayms The EpiLab

Mogenb yctpoliicTBa HacTonbHbIl

Ovcnneit 8.4" LCD

YnpaBneHue TauckpuH

OxnaxpgeHune BHYTPEeHHMWIA LUK oxnaxaeHus
OuncTaHunoHHLI 6NokupaTop aBepeit 5 BonbT/IOMA

CurHanusupywouaa namna BecnoTeHunanbHblli peneliHblii KOHTaKT

Makc. 24B/1A

Heo6xoAnMMble BHeLWHMEe YyCNoBUSA Temnepatypa oT 15"C go 30"C
1 OTHOC. BnaxHocTb Bo3ayxa - Makc. 70% (6e3

%

L
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JonycTuMble yC/IOBUS TPAHCNOPTUPOBKU U
XpaHeHus

Pa3mepsl

Bec
TpeboBaHUA K 3/1€KTPONUTAHUIO

naBHbI NpegoxpaHuTenb

Kateropus

Makc, NMuK HanpsAXeHns nuTaklein cetTn
Makc. HoMWHanbHoe HanpsxeHne cetu

Knaccudunkaynss B COOTBETCTBUM C AUPEKTUBONA
93/42/EEC

Akceccyapbl
Pexum paboThl

KOHAeHcaumnn)

Bbicota - makc. 3000 m Hafg ypoBHEM MOpS.
BepTukanbHoe nonoxeHune (He knactb!)
Temnepatypa oT 5°’Cpo 40°‘C

OTHOC. BnaxHocTb Bo3gyxa - oT 10% o 95% (6e3
KOHAeHcauum).

365 X560 X465 mMm 6e3 pyyek u gepxartens
annnvkaTopa

Okono 35 kr.

100-240 B nepemeHHoro Toka, 50/60 I'u, Makc.
1500 BA

lMeperpyska no Toky 16A

Il (IEC 60664-1)
V MT nuk = 2500B nuk

VMN rms. =300V rms

b

CcM. rnasy 7

Mpunbop npegHasHayeH ANA NPOLO/MKUTENBHOTO
pexuma paboTbl

*npwm BbICOKO KOMHATHOIA Temnepartype u BbICOKOW MOCTOSAHHOW MOWHOCTK, nocne ANUTeNIbHOro

NCNOoNb30BaHNA, BO3MOXHO NepeKknnvyeHne yCTpOVICTBa B PEXNM OXNaXAeHNAa Ha oAHY MUHYTY, 4TOGbI

obecneunTtb 6ecnepeboliiHyo paboTy ycTpoiicTBa.

Cneuyundukauuns

NasepHas mopfenb

AnvHa BONHbLI

Knacc na3epa

Heob6xoanmble o4ku ANA 3aWuTbl OT nasepa

(acc.DIN EN 207: 2009 r.)
OnuTenbHoCTb MMNynbca
JHeprua umnynbca

YacTtoTa MmnynbcoB

Pasmep natHa (annnukatopa)

OTK/NIOHEHNE BbLIXOAHOIO U3/Iy4YeHns ot

YCTAHOB/EHHOTO 3HAUYeHUs
MofoBbIii cocTaB U3nydyeHus

OvameTp nyya annaukatopa Ha Bbixoge
MNOTHOCTL 3HEprum

PacxoammocTb nyyka Ha BbiIxoge annaukatopa (
onameTtp 1/E2)

BesonacHoe paccTtosfHue (C annauMKaTopom)
Knacc 3awuntel
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TheEpiLab !
BbICOKOMOLHbIA ANOAHbIV nasep

800 - 950 HM™

4 1
800 - 950 Hm D LB5 !

Makc. 400 mc (B 3aBMCMMOCTM OT pexunma u
annnukaTtopa)

Makc. 60 Ox (B 3aBUCMMOCTM OT pexunmMa u
annnukaTtopa)

Makc 12 'y (B 3aBMCMMOCTM OT pexunma u
annnukaTtopa)

annnunkatop STD: 14x10 mm2 |
annnnkatop HP: 8x6 mm2 j
annnukatop VAS: 4x3 mm2

+20 %

MHOromofoBoe M3niydyeHune

CM. pasmep nATHa

Makc. 47 Ox/cm2@ annnukatop STD: 14x10
MM2

Makc. 90 Ox/cm2 @ annnukatop HP. 8x6 mm2
Makc. 210 Ox/cm2 @ annnukatop VAS: 4x3
MM2
typ. 400 mpag @ annnaukatop STD
typ. 700 mpag @ annnukatop HP
typ. 600 mpag @ annnukaTtop VAS

35 Mm

B



3.3.TexHn4yeckoe onuncaHune

JnekTpocHabxeHue

BCTpoeHHbI 610K NMTaHUs Npeo6pa3oBbiBAeT NEPeMeHHOe HanpsXXeHne B NOCTOSIHHOE HW3KOBOJIbTHOE
HanpshxeHue ANs 31eKTPONMTaHusa ycTpoiicTea.

KoHTponb

BbIXxoAHble napameTpbl 1 6e30nacHOCTb f1azepa HaA6NOAATCA Y KOHTPONIMPYIOTCS CUCTEMOIA
ynpasneHus.

Moaynu pa6oTbl ycTpoiicTBa
YcTpoiicTBo pa6oTaeT Ha 2-X YPOBHAX: € AMHUYHOW NyNbcauun N HENPEPLIBHOTO pexuma.

YcTpoiicTBO pa3paboTaHo AN NPOAO/MKUTENbHOW pa6oThbl B yKadaHHbIX yCN0OBUSAX. Mpu BbICOKOiA
KOMHATHOI TemnepaType ¥ BbICOKOW cpefHel MOWHOCTK, Noc/ne ANUTEeNbHOTO 1IeYeHUst yCTPoicTBO

BXOAUT B PEXUM OX/laXAEeHNss Ha HEeKoTopoe BpeMms, YTo6bl rapaHTUpoBaTh 3P PEKTUBHOCTb
OXNIAXAEHUS KOXMU.

Pa6ouunii pexum

YcTpoiicTBO ynpaBnseTcs nocpeAcTBOM gucnnes. Bes uHopmayus oto6paxaetcs Ha XKXK-gucnnee
BMECTe C OTKPbITbIM TEKCTOM MO PYKOBOACTBY. B 3aBUCMMOCTM OT BbIGPAHHOTO MOAYNS, pa3fnyHble
napameTpbl, Takue Kak 4acToTa, ANUTEeNbHOCTb/BENNYMHA NyNbCcalUM U AP., MOTYT GbiTb BblGpaHbl 1

yCTaHOB/EHbl, KaK NponucaHo B rnase JKcnayarauusa.

BpoononHeHne Kk Bbl6paHHbIM napameTpamM, MOryT 6biTb BblGpaHbl Apyrne napameTpbl, TakMe Kak pexum
pa6oTbl (PEXUM OXUWAAHUNA nnn PEXUM TOTOBHOCTW), ncnonb3yeMblil annankaTtop, Takxe

coobuieHns ob ownbke, KOTOPble Takke oTo6paxalwTcAa Ha aKpaHe NpM HEO6XOAMMOCTH.

YCTpoﬁCTBO cooepxuT 6a3y AaHHbIX, TAe Nosib3oBaTes/ib MOXET XpPaHUTb OTHETbLI O IeYeHuun, n rae

nponucaHbl NnapamMeTpbl, NCNOoNb3yeMble ANA Pa3/INYHbIX BUAOB NeYeHus.

OxnaxpgeHne

BHYTpPEHHSA cucTeMa oxnaxieHus Heo6xoauma AN NpefoTBpalleHUs neperpeBa COCTaBHbIX YacTeid, ¢
NOMOLL b0 KOTOPbLIX MPOM3BOAUTCA NeyeHne. HeucnonbL3oBaHHOE TENIO paccenBaeTcs Mo oKpyxatol e
cpefe nocpeAcCTBOM Tennoo6MeHHUKa BoAa-Bo34yX. Hacoc nporoHaeT xnajareHT yepes cocTaBnsiolune
KOMMOHEHTbl M Tenn006MeHHUK. B fonoNHeHWe K 3TOMY MHTETpUpoBaHHaa TemnepaTtypa u 4aTunku

notoka obecneuynBatT 6e3onacHy paboTy.

OxnaxjeHue ycTpoicTBa NPOMCXOAUT BHYTPU NOMeLLeHNs. BHewHee oxfaxaeHne BoAbl HEAONYCTUMO.

UTo6bl MOAAEPXMUBATL OXNaxaalolwmnii ahekT, yCTPOCTBO AOIXHO IKCNNyaTUPOBATLCS TOMbKO B
onpepenieHHbIX yCNoBuUsaxX. Bo3gyx B atMocepe He A0/KeEH 6biTh MblIbHLIM. Mexay 0TBEpCTUSIMY,
npeAyCMOTPEHHbIMU AN OXNaXAEeHUs yCTPONCTBA, M BO3AYXOHENPOHULaeMbiMU 06bekTamu

(Hanpumep, CTeHbl KOMHaTbl) AO/MXXHO COXPaHATbLCA MUHUMAaNbHOE paccTosiHne (CM. rnaBy YCTaHOBKA).
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Nasep
EpiLab - 3To uMnynbCHbI AnOAHbLIA nasep (knacc 4).

VMcnyckaemass ganMHa BONHbLI HaxoAuTca B o6nactn uHgpakpacHoro usnydyenunsa (NIR) mexagy 800 HM u
950 HM.

JlazepHoe n3nyvyeHne akTUBUPYETCH, HaAXXaTUemM HOXHOro nepeknwyarens.
OxnaxaeHue Koxu

Hwxe nasepHOro HakoHe4YHuKa, Ha annaukatope yctaHoBNeH MeTannu4yeckui AaTyuK, KOTOprI7I

oxflaxgaeTca MHTErpupoBaHHbIMW 3n1emeHTamu lMenbTbe.

CoBMECTHO € Nnpoueaypoil, onucaHHoli B rnase MprMeHeHUe, aNUAEPMUC OX/1aXAeH A0 TOro, Kak

NnlazepHble Ny4nm ¢ HUM conpukacarTcs. TemnepaTypa B faT4MKe KOHTpoOnupyeTcs.

3.4.29neMeHTbl 6e30MacHoCTH

YCTpOWCTBO OCHALLEHO HECKONMbKMMU 3/1eMeHTamn 6e30NacHoCTU, NoMoraluwmuMm nsbexaTb
HenpaBUMbLHOTO U CNy4YaliHOro BKIOUEHUs ycTpoiicTBa. Bece nuua, pa6oTalolume ¢ ycTpoicTBOM unu

ACCUCTEHTbI, AO0/1XXHbI 6bITb XOpowWwo O3HaKoOMJ/IeEHbl C NPUHLUMNOM €ro pa60TbI n BCEMU 3NNIeMEHTaMN

6e3onacHoCTHU.
ABapwuiiHaa kHonka CTOlM

ABapuiiHaa kpacHas kHonka CTOI nasepHoro ycTpoiicTBa Heo6xoAuMMa A1 3KCTPEHHO 0CTaHOBKM
pa6oTbl 1a3epHOro ycTpoiicTBa, B cflyyae kpaiiHe Heo6xoanmMocTu. OHa A0/IXHA 6bITh aKTUBMpPOBAHA

A - TONbKO B 3KCTPEHHbIX CMlyyasx, Korga Tepanusa Ao/KHa 6biTb HEMeANeHHO npekpaleHa.

UTo6bl BbIK/IIOUYNTL YCTPOWCTBO, HEMEANEHHO HAXMUTe Ha KHONKY. YUTo6bl pa36aokupoBaTh YCTPOCTBO

nocne yctpaHeHna onacHoOCTW, NOBEPHNUTE KHONKY HasieBo A0 TeX Nop, NoKa OHa CHOBa HEe BbICKOYUT.

3amevyaHue

ABapuiiHaa kHonka CTOIM He A0/XHA MCNOMb30BAaTLCA 4151 BKAOUYEHUS W BbIK/IOUYEHNS YCTpOiicTBa B ero

06bIYHOM pexume paboThl.

Kno4y ynpasneHns aktusupyet yCTpOVICTBa. TonbKo aBTOpU3OBaHHbLIE NONb30BaTeNn MOryT
akKtTueupoBaTtb yCTpOﬁCTBO, KOTOpO€e BKAKYaeTCA TO/NIbKO NocpeaACTBOM K/4dYa ynpaBneHus, ecnu

aBapuiiHaa kHonka CTOI nepeknyaTens He Haxara.
MpepynpexaeHue

JlazepHoe ycTPOCTBO MMeeT BbICOKUI ypoOBeHb M3NyyeHUus B UHG pakpacHoi o6nactu. ManyueHue

MOXeT HaHeCTun CeprSHbIVI Bpepn rnasam, ec/in OHO HEKOPPEKTHO MUCNO/b3yeTCA.
YCTpOﬁCTBO HEe AO0/NTXHO 6bITb akKTuBupoBaHO M NCnNonb3oBaHO, HeaBTOPU3OBaAHHbLIMKU NULamMun.

BoiTawmnTte KnY, nocse oTKAYeHUsA yCTpOIﬁCTBa n yﬁe,ﬂ,I/ITECb, 4YTO OH XpaHUTCA y aBTOpPU30OBaHHOTIO

nua.
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KHonka
OCTAHOBKUN

BbikntoyaTtens

CunoBoit nepeknoyaTtensb

CunoBoil nepekntoyatenb OTAENAET YCTPOWCTBO OT CETM NepeMeHHOoro Toka. Ecnu ycTpoiicTBo He

ucnonb3yeTcs, NnepekntoyaTeb 4O/DKEH HAXOAUTLCA B nosioxeHuun OUT (O).

1
- ©
- .®.
nepeknwyaresnb .tu
3re
r i Essai
O 1]

Puc.3 nepekntoyarens Ha 06paTHON CTOPOHE ycTpoiicTBa
HOXHOW BblK/AlOUYATENb.

HoxHol BblkNo4yaTenb npepcTaBnsaeTt cob6oil 3NeKTPUYECKY KHOMNKY, NOCpeACcTBOM KOTOPOI
NPOUCXOAUT NYAK Na3epHOro U3fNyyeHus, Korga ycTpoincTBO akTUBMPOBAHO M HaxoauTca B PEXXVME

FTOTOBHOCTW. YcTpoOiNCcTBO OCHaleHO ABYMSA pe3epBHbIMU Nepeknwyatensamu. Becerga gepxute

HOXHOW Bblk/lOUaTeNb PAJOM NMpU NPOBEAEHUM Npouenyp.

Puc. 4 HOXHOI BblkNOYaTENb

Pexunm OXXNOAHNA

Pexum OXXVNOAHWUA npepoTeBpaliaeT c/yvyailHoe M HEOCTOPOXHOE BK/KOYEHUE Na3epHOro yCcTpoicTaa.
Ecnun ycTpolictBo Haxogutcs B pexume OXNOAHWNA, nazepHoe n3nyvyeHne He MOXeT ObiTb

aKkTuBupoBaHo. lNMonb3oBaTesnib MOXET akTUBUPOBAaTb U3/IyYeHUe TONbKO B pexume FTOTOBHOCTW.
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YcTpoiicTBo nepeknyaeTca B pexum OXWNOAHUNA B cnepyrumnx cnyyasx;
. Mocne nepBoHa4YanbHOTO BK/OYEHUA ycTpolicTBa
« [lpu BbIGOpe nonb3oBaTeneM Kakux-nmb6o napameTpos
. Ecnu ycTpoiicTBO gonroe BpeMs Haxoautcs B pexume FTOTOBHOCTW, 6e3 Bbinycka M3nyvyeHus

. Ecnv nonb3oBaTenb caM NepeBOAUT yCcTpoicTBO 13 pexunma FOTOBHOCTU B pexum
OXNOAHNA.

ABTOMATMYECKOE BblK/MOYEHNE

YCTPOMCTBO OCHauileHo CUCTEMOIi aBTOMATUUYECKOTr0 BbIK/HOYEHUS. Mpy BO3HUKHOBEHUWN ONpefesieHHbIX

npo6nem, ycTpoiicTBO NepexoAuT B OAWH U3 peXUMOB 6e30macHoCTHU;

3aKpbIT 3aTBOP N1a3epHOr0 U3Ny4yeHUs, na3epHoe M3flyyeHue NpepBaHO U AeaKTUBUPOBAH HOXHOW

nepeknwyartens.
Ha gpucnnee BbicBeunBaeTca coobuieHne 06 owmnbke (cm.rnasy 9).

OucTaHunoHHaa 610kupoBKa ABepeii

Cuctema ocHalieHa AUCTAHLUUOHHOW G6NOKUPOBKON, KOTOpass MOXeT GbiTb CBSi3aHa C BXOAHOW ABEpbio B
nomeuieHue, rae pa6otaeTt nasep. ECAM KOHTaAKT AUCTAHLWOHHOK 610KMPOBKM OTKPLIT (HANp.oTKpbITa

[Bepb), N1aszepHoe U3nydeHue GyfeT aBTOMATUUYECKM NpeKpalu,eHo, aycTpoiCTBO NepeBefjeHO B peXuMm
OXWAAHNA.

3BYKOBOW curHan
JNlazepHoe M3ny4yeHne CONPOBOXAAETCSA 3BYKOBbIM CUTHANIOM, Ha NPOTSHXXEHUN BCEro U3NyUYEHUS.

3Haku npegynpexaeHns

YCTpOWCTBO COAEPXUT HECKONTLKO NpeaynpeanTebHbiX 3HAKOB (CM.YCTaHOBKA - 3HAKW). ATU 3HAKM

OOMXHbI 6bITb XOPOLO YNTAEMbl M 3aMEHEHbI NMPU NOBPEXAEHUN.
HemepneHHo o6patutech B Cnyx6y Moaaepxku.
MpounssoanTens rapaHTupyeTt 6€30NacHOCTb, Ha4EXHOCTb U 3P PEKTUBHOCTbL, €CNK;

1. YCTPOVICTBO Mcnonb3oBasioCb B COOTBETCTBUMN C PYKOBOACTBOM NoNnb3oBaTens (Mean

6e3onacHocTM M paboTsl ycTpoiicTBa)

2. YcTaHoBKa, c60pka, pasmelieHne, peMOHT ¥ NoAAepXKa ycTpoiicTBa NPOBOAUIUCH TONBLKO

aBTOpU3OoOBaHHbIMU ” KBal'IVICbMLI'I/IDOBaHHbIMI/I nonb3oBaTtendamu

3. 3JNeKkTpoHWKa B MecTe yaaHOBKM oTBeyaeT Tpe6oBaHusAM EN/IEC n MeCTHbIM npeanucaHuam

4. Hauano pa6oTbl
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4.1.06nacTb gocTaBKku
3amevaHune

npoBepbTe BMECcTe C NepeBO34YMKOM, BCE /IN KOMMNOHEHTbLI, NPONUCAHHbIe HUXe U Heo6XxoAuMbIe And
6e3onacHoii paboTbl ycTpoiicTBa, NPUCYTCTBYIOT U HEe UMEIT NoBpexaeHuii. IHopMaLua o HENOSTHOM
OCHaleHUN U/MNN NOBPEXAEHUN KOMNOHEHTOB NPU TPAHCMOPTUPOBKE, J0/MKHA 6bITb HEMEEHHO
nepegaHa NocTaBLLUKY.

AsclepionLaserTechnologies He HeceT OTBETCTBEHHOCTb, €C/IN He 6bl/1 NoANuUcaH A0roBOp.

Moxanyiicta, coxpaHuTe ynakoBKy Ans 6yayuieii 6e30nacHoi TpaHCNOPTMPOBKW yCTpoiicTBa.

MpepocTepexeHue

Bo3gepxutecb OT Nt060ro pofa akTMBauuu, ecnvm ycTpoiicTBO UM ero akceccyapbl NOHecu
MexaHUYyeckuii yuiep6. ECTb puck nosayyeHus TeNecHOro NoBpexAeHus, eciu 3ToT COBeT 6bin

NPONTHOPUPOBAH.

B Takux cnyyasx cnepyeT CBA3aTbCs CO CNYX60W Noafepxku cBoero guctpubbiotopa.

CTaHAapTHbIA KOMNAEKT COAepPXUT cneaylue KOMMNOHEHTbI:

Camo ycTpoiicTBO
Kabenb
HoXHOW BblknoyaTenb
AnnnukaTtop
Namna npegynpexaeHna/aucTaHUuMOHHbIA 6n0KMpaTop
Knwoun (2 knova ANa BKNKOYEHUSRA)
3alnTHbIe OYKK, 3alinTa rnas gna naymeHta
PykosoacTso lMonb3oBaTens

« CurHan nasepHoro npeaynpexpaeHuns

4.2,YcTaHoBKa

4.2.1. 3Ocku3 ycTpoiicTBa
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Avcnneit

KHonka OCTAHOBKW

pab6oTbl nasepa
ANnNnukaTop co BCTPOEHHbIM

XnagareHtom

Mepeknwoyatens

AepxaTens annankatopa

Punc.5. NHbopmaums o nepefHeil naHenn ycTaHOBKU
4.2.2. CumBONbI Ha ycTpoiicTBe
MpepynpexpaexHune f

JlazepHoe ycTpOMCTBO MMeEET BbICOKUI YyPOBEHb W3/yuYeHUsi B MH(paKpacHoi o61acTu, YTo MoXeT

NpuUBECTU K CEpbe3HOMY yu,ep6y ANs rnas, eciu ycTpoicTBO UCNONb3yeTcss HEKOPPEKTHO.

MoaTomMy npepynpeanTenbHble CUMBOJ/bLI PACMNO0XEHbl HA COOTBETCTBEHHbIX YacTaxX yCTpOVICTBa. Becb
nepcoHan AONIXeH 3HaTb pacnonoXxeHue u 0603HavyeHne BCeX CUMBO/IOB, 4TOObLI obecneynTb

HOpManbHYyl pa6oTy ycTpoicTea.

Bce cuMBO/bI AOMKHBI HAXOAUTbLCA Ha CBOMX MecTax U B XOPOLIEM COCTOAHUMN. MomMeHsiiTe

Mncnop4yeHHble CAMBO/blI Cpa3y Xxe, 4TO6bLlI 06ecneynTb cooTBeTCTBYylOUlEE UCNONb30BaHNe yCTpOVICTBO.

3TUKETKA a Meae BblXxoAa
nyya n3 anepTypsl B

annnukaTope

.
i KHonka goapuituoi

OCTAHOBKW Ha nuueBoii

yacTu ycTpoiicTea

OTa 3TUKeTKa ykasbiBaeT Ha aBapuitHyto
OCTAHOBKY nasepa ans 1oro, 4tobbl 6bICTPO
BbIK/IOYNTb Na3epHoe U3nyyeHue.
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VK JOMirt

Pvc. 9 aneptypa BbIxoda nasepHoro syya

1 2 3nm
/ \

Mcietsr S

POMERIN mm

figure 10: tntpific»» connections

Pvc. 11 MNoTeHumanbHas CBA3b ypaBHUBaHUA

3Jra 3TUKETKA YKA3bIBAET Ha BbIXOAHOMN MyHKT
NTa3epHOro /iyya 13 yCTaHOBKM.

MpepynpexaeHne: OueHb BaXXHO, YTO
NoACoeaVHATL MOXHO TOJbKO

akceccyapbl, U3rotos/ieHHble Asclepion Laser
Technologiesare. OcHOBHOE YCTpOIiCTBO, B0
O6cnyxvBaHue

1 USB paspaboTaHbl UCKTHOUMTESBHO /1
CaHKLMOHNPOBAHHOIO nepcoHasia.

1 vHTepdoeiic YcTpolicTea

2 nHTepdeiic USB

3 AncTaHUMOHHBIN GnoKMpaTop

4 CoepvHUTENb HOXHOTO BbIK/THOHaTENS

5 nHTepgoeiic Cepesrica

6 PoseTka

TOT KOHTAKT MO3BONAET NOAK/IOUATDL YCTPOCTBO
K NOTEHLMANLHOW CBA3N

Asdep.On Laser Technologies GmbH
*" 07747 Naa. EniseerSSaa* 10.Geimaii/

Model: 15901
SN 150CC130

r
Oit# of nunufaclure

(VYYY-A\M)

CEizb W f

Cgirte*  2°CPR 10B"S

pura</TLl to

Pvc. 12 nHhopMaLvoHHas 3TUKETKA Ha YCTpolicTee
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INVSBLE

AR ot
aslfn* LAICR AX<3UCT

Pvc. 13 sTukeTka npeaynpexaeHus
DIN EN 60 825-1

Pvic. 14 MpepocTtepexeHune! KoHcynbTrpyiiTech ¢
COMpoBOAUTESbHLIMU [OKYMEHTaMn
kr N-Y n
AU I0C m>
'"HC4 W'l r.lhor bL ~»f
and

w. " Caution
andhilar*lon ~nax>bia ¥ed>oM pMiH |lIOr).!
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to ti toifs. be'are k can be iwlMtoe on.; 4

intention J& .'TB" -a4
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Pvic. 15 MpepocTepexeHune! Cobnogainte npu
TPaHCMOPTUPOBKE BEPTUKA/TbHOE MOJIOXEHNE
oxnaxgatoLeii xugkoctu!
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Ora aTuKeTKa coo6u.|,aeT 006 OnacHoCTSX,

MakCMMaU/lbHOM 3Ha4YeHUn 3HepFeTI/I‘-IeCKOI7I

AMUccun n

KI'IaCCVICpI/IKaLI,I/II/I Na3epHoro NCToYHMKa.

Jra 3TMKeTKa COOBLLAET MO/b30BaTes0 0 TOM, YTO
OH WM OHa AO/MKHbI NpoYUTaTb
COMNPOBOAUTESIbHBIE AOKYMEHTHI Nepen,
NCMO/Ib30BaHNEM YCTPOICTBA.

Jra aTUKeTKa COOOLLAET MOMb30BATESIO, YTO
XnafareHT MOXeT ObITb 1CMOMb30BaH B TOM
Cfy4ae, ecsm OH 6bU1 NOCTaB/eH

Asclepion g/15 ycTpoiicTea (3almra oT Koppo3uu,
aHTMbaKTepuasibHas, 3awpmra oT Mopo3a,
adhdheKTMBHOE OXNaxXaeHue)!

3ra XUAKOCTb OXNKAEHUS HUKOTAA He [0/MKHA
CMEeLLVBATLCH C AUCTU/IMPOBAHHOW BOLOW.

3ra aTUKETKA COOBLLAET NO/MbL30BATENNHO, YTO
YCTPOWCTBO A0/HKHO GbITb COXPAHEHO B
BEPTUKA/IbHOM MOJSIOXKEHWN.
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BHyTpeHHee pese ycTpoicTBa HaXOAMTCS B 3aKPbITOM COCTOSIHUM, €C/IM YCTPOWCTBO HaxoauTcs B
PEXXMME TOTOBHOCTN.

OnucaHHasa namna npegynpexaeHns nasepa MoXxeT, KOHEeUYHO, Takke 6biTb BK/OUEHA U BbIK/IHHEHa
06bIYHBIM BbIK/IOHATENEM, €CIN Na3ep paboTaer.

4.2.5. HoXHOI BbIKItOYaTENb

Tenepb NOAK/OUYNTE HOXHOW NepekoyaTesib K COOTBETCTBYHOLLEMY COEAVHUTETHO, PACMOSIOKEHHOMY
Ha 06paTHOI CTOPOHe ycTpoicTBa { cM.puc.6). y6eanTeCh, UTO LUTENCE/b BCTAB/IEH HACTO/BLKO M/I0THO,

HACKOJIbKO 3TO BO3MOXHO. 3akpenute, NOBEPHYB [yXyH raiiky no 4acoBoii cTpesike. HoxHol
BbIK/OUATE b [O/IKEH pacnosfiaratbCs PsioM C YCTPONCTBOM.

UTo6bl MMETb BO3MOXHOCTb aKTMBMPOBATb HOXHOI BbIKOUATE b, BEPXHASA KPbILKA AO/KHA ObITh
HaxkaTta Tak, YTo6bl OHa OTKpblIach. Takum 06pa3om, HYXHbI nepeknoyatens (YepHoro ugerta) yaet
aKTMBMpPOBATb MyCK Nla3epHO aMuccun Haxxatnem Horv, B PEXXMME FOTOBHOCTW.

4.2.6. AnNNAMKaTtop CO BCTPOEHHbLIM OX/1afuUTeNnemM KoxXu

Pasmep Nnas3epHOoro ndaTHa MOXeT BapbnpoBaTbCA B 3aBUCUMOCTU OT BbI6paHHOFO annsimkaropa. Cuncrema

aBTOMaTN4eCKHN 06Hapy>K|/|BaeT I'IO,EI.COE,EI.I/IHGHHI:IVI annankartop (OI'ILI.VIOHaJ'IbHO) N COOTBETCTBEHHO
y4ynTbIBaE€T €ro 0COBEHHOCTN.
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4,2.7. OCHOBHbIE MOAKMOYEHNSA
ESaxHass nHhopmauus

Mpwn BbIGOPE LWITENCENBHON PO3ETKN, YUTUTE BCE TEXHUYECKME AaHHbIE CBOE MECTHON CEeTn U
ycTpoiicTBa. Bo-nepBbix, NpoBepbTe, YTO AOCTYNHAsA MOLLHOCTb Ha IMHUKM Nepejad noaxoaut
yKa3aHHbIM Tpeb0BaHUSAM AONYCTUMOA MOLLHOCTU (MOLLHOCTb Ha MHUMKU, 0603HAYEHHAs Ha NiacTuHe),

Perm yCcTpOCTBO COEAMHEHO C HECOOTBETCTBYHOLLMM 3/1IEKTPOCHAGKEHVEM, YCTPOINCTBO MOXET BbITh
A
MOBPEXAEHO.

Moxanyiicta, cobnogaiite TpeboBaHMs, NpefyCMOTPEHHbIE B Bawem MecTHOM
pyKoBoACTBe/CTaHAapTax, yunTbiBasi BCE U3MEHEHUS W NMONPaBKU.

Mpexae, 4em yCTPOACTBO GyAET NOAKMHOYEHO K IMHUN 3NEKTPOCHABXEHNS, WaTyH rN1aBHOro
BbIK/THOUATE A A0/MKEH ObITh B nofioxeHun O (YCTPoiicTBO 6e3 noTeHumana). CHavana, BKIoUnTb Kabesnb
ceTn 80 BXOAHOE rHe340 Ha 3a4Hei naHenu ycTpoiicTBa npexae, Yem COoeMHUTbL APYroi KOHeL, co
LwTencenemM cetu. Jkcnayarauus nasepa TpebyeT, YTo6bl YCTPOWCTBO GbINI0 CBA3AHO C BbIXOAOM 3HEPIum
eVHCTBEHHOI (pa3bl, 3alUMLLIEHHON OTAEMbHLIM NIaBKUM NpefoXpaHUTenem, NoAXoAAWLMUM, No
KpaiHein mepe, ana 1500 VA (tvn C BblkiovaTens).

4.3, BKtoyeHmne

Mepepn BKIOUYEHNEM YCTPOICTBA, YOeaUTeCh, UTO BblN COGMIOAEHBI BCE HEO6X0AMMbIE TPEGOBaAHWS:

YCTpOICTBO B MAEa/IbHOM COCTOSIHUM (6€3 NMOBPEXAEHMIA)

MOLLHOCTb, YKa3aHHas B MHCTPYKLUM, COOTBETCTBYET TOW MOLLHOCTU, KOTOPAsi UCMO/b3yeTcsi B
MecCTe YyCTaHOBKM

e Ltencenb ycTpoiicTBa COeAMHEH C COOTBETCTBYIOLLEN PO3ETKOM

LTencesnib HOXHOTO BbIK/IOUATESNSI KOPPEKTHO MOAK/UYEH K HOXHOMY BbIK/TOUATESO C
06paTHOI CTOPOHbI YCTPOCTBA U 3aBUHYEH.

LLItencenb BXOAHOW ABEPU KOPPEKTHO MOAK/IOYEH M 3aBMHYEH A0 K/IEMMbI Ha 06paTHOW
CTOpOHE YCTpoiicTBa

i AI'II'I}'IVIKaTOp nogcoeanHeH
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»  ABapwiiHble NaMnbl BKIHOYEHbl Haf KaX Aol BXOAHON ABEpbIO

Y6eauTech, 4TO COBNIOAEHBLI BCE MEPbLI NPELOCTEPEXEHUS.

3arem, NpogomknTe paboTy cneayroLlmnm 06pasom:
» [epeBeguTe nepeknoyartens BXo4HON asepu B nonoxerHue | (O), (puc.6)
e Yb6eauTechb, 4TO aBapuiiHasa KHOMKa AeakTMBupoBaHa (He Haxara)

. MNocne aToro, NOBEPHUTE K/HOY MO 4acoBoiA CTpesiKe, NnoKa yCTpOI7ICTBO He 3apa60TaeT.

BT1o BpeMA Kak yCTpOI7ICTBO aBTOMaTn4yeCkn npoeepAeT OCHOBHbIE YaCTu yCTpOVICTBa, 06ecr|eL||/|Barou.|,v|e

6e30nacHoCTb, Ha auncnnee nosBNAeTCcAa 3KpaH NpuUBETCTBUA N USMEHAETCA Yepes Kakoe-TO BpeMsA Ha
3KpaH nevyeHus.

Pa6ota ycTpoliictBa

NPEOYTNPEXXAEHVE
JlazepHoe yCTpOICTBO MMEET BbICOKUA YPOBEHb W3/TyHEHNS B MHADPaKpacHoi obnactu.

Mcnonb3oBaHne cpencTB ynpaB/ieHna nnn perynatopos Wian nposeneHna npoueanyp, noMmMMo
onpegeneHHblX 3geCb, MOXET NpPMBeECTU K OnacHOMY BO3,£I,€I7ICTBI/IIO Nas3epHOoro MnssnyyeHus.

Vi Takke MOXeT ObITb HAHECEH CEPbE3HbIN Bpes, rnasam.

BHumatensHo cobnogaite Bce TpeboBaHus, nponucaHHblie B PykoBoacTee lMonb3oBatens K gaHHOMY
YCTPOICTBY, aTakke npoueaypbl paboTbl, NOAAEPXKKA, MPOBEPKN N KANTMOPOBKM YCTPOICTBA.

5.1. O6uwas vHgopmauns no pabote ycTpoiicTea

I'Iapameprl nevyeHnsa AOJDKHbI ObITb YyCTaHOB/IEHbI NOCPeACTBOM AuUCnsiesa Ha nepe,u,HeVl naHesn.
YcTaHoBKa O04YeHb KOHKpEeTHasaA n ACHasA:

®yHKUMSA BbIGUMPAETCA COOTBETCTBYHOLLEN KHOMKOW Ha naHenu ycTpoiicTBa. HaxaTnem kiasuLl
+/- ¢ NpaBoii CTOPOHLI AuCMes. Bbl MOXeTe NPONMCTbIBaTL apaHuLbl.
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UTo6bl BbIOpaTh HYXHbI NapaMeTp, HAOXMUTE Ha COOTBETCTBYHOLLYH KHOMKY. Bbibupate MOXHO
noss ¢ TeMHbIM (POHOM ((hYHKLMOHa/IbHBIE NOSS), TOrA4a Kak noss co cBeT/biM dOHOM (rone
nokasaHuit), HOCAT MHDOPMAaLMOHHbIA XapakTep.

HaxaTtuem +/- ¢ npaBoii CTOPOHbI AUCTIIES, Bbl MOXETE U3MEHUTL BbIGPAHHLIA AvameTp. Ecim
Bbl O/ITOE BPEMS YAEPXMBAETE K/IABULLY HAXKATOW, napamMeTpbl aBTOMATUYECKM
MPONMCTLIBAKOTCS. HOBbIE NapameTpbl aKTUBUPYIOTCS MPY HaxkaTumn KHomku OK.

YpauHblii BbIGOP NapamMeTpoB COMPOBOXAAETCS KOPOTKUM 3BYKOBbIM CUrHA/IOM

YcTpoicTBO akTmBupyeTcs Haxatuem knasiwm FTOTOBHOCTW. AKTUBHBIV pexnm 0603HavaeTcs
6enbim uBeTom. Ecnm yctpoiicTBo Haxogutcs B pexnme FOTOBHOCTIW, aBToMaTUYeCKM
NOSIBUTCA XEeNTblA NpeaynpeanTenbHbl 3HaK Ha gucnnee.

O630p OCHOBHbIX (DYHKLUWIA YCTPONCTBa

dyHKUNA Oncnnei Mpum~3HNA
YcTaHoBKa OCHOBHbIe NapamMeTpbl MOXHO
a” Bbt6pgjb Ha akpaHe
ycTpoiicTBa
| HacTpoiikm

Pexumbl nasepa
[
1KHOMNKM yCcTaHOBKM

yy . MepenucTbiBaHUE CTPAHWLL, U
M3MEHEHNEe napaMeTpoB

Bosspar Ha npeabiayLlyto
cTpaHuuy 6e3 coxpaHeHus

CoxpaHeHne U3MeHeHHOV
HacTpoikn (MHave cTapble
napameTpbl CHOBa
aKTuBupyeTtcs).

AKTVBHbIA peXnm
oTOBpaxaeTcs KpacHbIM
(3pecb nokasaH pexvm
0XWJAHUS, HOXHOA
BbIK/IIOYATE b HE MOXETe
aKTUBMPOBATb U3/TyYeHue).
Ecnu kpacHbIM OTMeYeH
READY, AononHNTENIbHO
NOSABNAETCH XENTbIl
npegynpexagaoLuii 3Hak B
NpaBOM BEpPXHEM Yriy
avcnnes

AKTBaUMs HOXHOTO
Bb(KNouarTens

BblkntoueHne YCTpOCTBO MOXHO

BbIK/TIOUYNTL 6e3 noBopoTa
Ko4va
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5.2.1, TlapameTpsbl

dyHKUMA/ NnapameTpbl Owncnneii 3ameyvaHus
MnoTHOCTL 3HEprun YcraHoBKa NIOTHOCTU SHEpPrnu
iuencf
CkopocTb Tepanuu BbIGOP 4aCTOTbI UMMYJ/ILCOB
Pa3wvep natHa MHbopmMaLma o pasmepe nsaTHa
BblGpaHHOro annvkaTopa
Spot
I ANnTEeNbHOCTL W.MNybca Bbi6op A/iMTeNBHOCTH
nmnysnbca.
MpodheccunoHan: ans gBOMHOro
1 nMNynbca cymma AByX yacTeii
1 nmnysnbca
' Pexium paboThl Pexum paboTbl
1Vmnynbc MpodcheccnoHas: n3meHeHne
1 OLVHapPHOI/ABONHON
Pulse nynbcaLmei.
Bur51:Konnyectso nmnysiCcoB
5.2.2. CneymnanbHble QOYHKLUW/ HACTPONKM

Haxmurte KHOTMKY HaCTDOﬁKM, yTOObI OTKPbITb 3KpaH HaCTpoekK

C Yy
PyHKLMA/ napameTpsl Ouncnnei 3ameyvaHua
CyeTurK MNynbCoB
Y. Actual TekyLiee KoNnMyecTso
NMMybCOB
CueTurk MmMnynbcoB Total O6LLee KoM-BO UMMY/ILCOB

CyeTurK MNYNbLCOB OcrasLLeecs KO1-BO MMIMY/bCOB

Remain [10 OKOHYaHVA CpoKa AeicTBUsA
Temnepartypa OxfaxaeHUs KOXu Coaler? XonopgHo/cpegHe/Tenno
(pekoMeHA0BaHO: X0M0HO)
Momna oxnaxaeHns Bofpl PMwoOLl | Bk/louaeTcs aBToMaTuyeckm

nocsnse CMeHbl annankartopa

NHAanKaTop aHepruu NHAVKauWs 3Hepruv Ha gucniee
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B pexume NOTOBHOCTU Bbl Takke MOXeTe akTMBUPOBAaTb Sla3epHble NMMYNbChI,
HenpeAHaMepeHHbIM HaxaTueM HOXHOro BblkitouvaTesns! MIMeEHHO MO3TOMy, YCTPOWCTBO crieayet
nepesoautb B Pexum OXXNOAHWA npu nay3ax Wiv NOSIHOM OKOHYaHUW Tepanuu.

NaszepHblil nyd MOXeT ObITb BbIMYLLEH TObKO, €CNY anmnMkaTop Hanpas/ieH TOYHO Ha yxe
BblOPaHHbI y4acTOK KOXW. B criydae onacHbix c60eB JlazepHas yupesBblvaiiHad OCTAHOBKA fomk
6bITb HEME/IEHHO aKTUBMPOBaHa.

HaxaTtnem kHOMKK OTOBHOCTW, Bbl aBTOMaTMyeCKM NepeBoguTE YCTPOMNCTBO B PEXUM
FOTOBHOCTW, xenTblii npefocTeperawLwnii CMMBON NOSIBASIETCA C MPaBOi CTOPOHbI AWCT/IESN.
CHauana, yCTpOICTBO 3anyckaeT NpoBepKy 6e3onacHoOCTY 060pyA0BaHNs, KOTOpPas 3aHUMAET OKOs
OBYX CeKyHA, (CM.pUCYHOK BbILLE).

Bonee Toro, cuctema NpoBeEPSIET AOCTATOYHO /I HU3KAsi TEMMepaTypa OXIaxXaeHUs B annmkaTope
Ecnm nocne 3anycka yCTPOICTBa elle He JOCTUTHyTa Hy)XHas TeMnlpaTtypa ox/iaxkaeHus, nosienset
aKpaH oxnaxaeHus annaukaTopa. Ero wkana nporpecca oto6paxaeT NpoLecc oxiaxaeHus. Jror
3KpaH NOCTENeHHO MCYe3aeT Npy SOCTVXEHNN HYXHOI TeMNepaTypbl OX/TaX4EHUS.

(To e camoe NMpPoUCXOAWT NPV aKTUBAaL MK YCTPOICTBA nocie 15-TUMUHYTHOTO NepepbiBa).

i

Mpy HaxaTUM Ha Nefasib NasepHoOe U3/yYEHNE BbIXOAUT U3 /TA3EPHOT0 HaKoOHeYHMKa. OTnyckaHue
nefasv NpuMBOANT K MTHOBEHHOMY NPEKPALLEHUIO IA3EPHON0 U3/TyUYEHWsI.

BbInyck nasepHOro UsyyeHnsi CONpoBOXAAETCS 3BYKOBbIM CUrHA/IOM Y MUTAHUEM Jla3epHOro
VHAVKaTOpa Ha gucnsee.

Mpn n3MeHeHUn Kakoro-nnbo napametpa B pexvme FOTOBHOCTW, ycTpoiicTBO aBTOMAaTUYECKN

nepexogut B pexum OXXNOAHWA, uto o3HavaeT, 4to A4n1a nepexoga B pexum FOTOBHOCTU HyxHO
CHOBa HaxkaTb 3Ty K/aBuLLly.

Bo Bpems fieuyeHnst HOPMasIbHO, YTO TeMMepaTypa OXaXAEHUS annivkaTopa HEMHOIO MOBbLILLIAETCS,
0COGEHHO Npu Tepanun Gosee KPymnHbIX 061acTeil. Ecrm kpaliHuii npegen oxnaxaatoLlein Temneparyp;
GyLeT JOCTUTHYT, TO AMUCCUS IA3€PHOT0 M3/yYeHnst 6yeT npepBaHa, v MHOPMALMOHHBIA 3kpaH Gya,
MOCTENEHHO McYe3aTh. JIeueHne MOXET ObITb NPOLO/IKEHO, KakK TOMIbKO HAKOHEUHWK GyeT CHoBa
[OCTaTO4YHO OX/TAXAEH.

EpiLab o60pyoBaHa nerkoii B MCNonb30BaHUM JlasepHoii upessbluaiiHoli OCTAHOBKOW, kotopast
pacnosioxeHa Ha nepegHeli naHenu ycTpoicTea. BupessbluaiiHol cuTyaunm nasep HemMeas1eHHO
[e3aKTMBUPYETCHA peLunTenbHbIM HaxkaTuem 3TOl KHOMKW, 1 Takum 06pa3om nsbasnseT oT /io6oi

b2 nasepHoﬁ OonacHoOCTM noJsib3oBaTtenia 1 nauneHTa.
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Ecrm Takas npobnema 6blia peleHa, BOCCTaHOBMTE (DYHKLMOHa/IbHOCTb YCTPOCTBA, HEMHOIO NOBEPHYB
NazepHebiin BbikoyaTens OCTAHOBKW Bpy4HyH MPOTVB YacOBOI CTPENKM A0 ero HOpMaslbHOro
MOSIOXEHUSA.

MPEOOCTEPEXEHVE

Ecrm Bo Bpems nasepHoli reHepauuy NosB/ATCA CUMBO/bI A UK B roJsie NJI0THOCTWN SHEPTuu,
YCTPONCTBO 06HAPYXNN0 OTKIOHEHUE BbIXOLHOW BeNNYMHbI 60/bLUe, Yem Ha 20% BTy WK MHYHO
CTOpOHY. boriee BbICOKME BENUYMHBI U MOTYT BbI3BaTb HEXenarte/ibHble NO60YHbIe 3atptheKThl, Toraa Kak
MeHbLUVEe 3HAYEeHNA MOTYT YMEHbLUNTL 3IAIEKT OT fieyeHus. Ecim Takne oTKNIOHEHNS NMPOLOJIHKAK0TCH,
coobwymte B Cnyx06y Moaaepxku.

Ecrm Bbl 3aKOHUYMIM NeYeHne, nepesegnuTe ycTponcteo B pexum OXXNIOAHUA, HaxaTmeM KHOMKK
pexuma OXXNOAHNA. Ecnv Bel cobrpaeTech NPOCTO NPUOCTAHOBUTL JIEYEHME Ha Kakoe-TO Bpems,
Takke nepeseguTe ycTpoiicTBo B pexum OXUOAHWA. 8 3ToOM pexumme UCKIIYEHO HeyMbILL/IeHHOe
nasepHoe n3nyyeHue.

f
Mocne ponroro nepuoga oxugaHus B pexume MOTOBHOCTW, yCTpONCTBO aBTOMATUYECKM NEPEXOANT B
pexum OXXNOAHUNA. "Y..

5.2.4. 3ameHa annsvkaropa

ANnNAMKaTop A0/MKEH ObiTb 3aMEHEH MPY BbIKNHYEHHOM YCTPOICTBE. ECM 3TO HE BO3MOXHO,
OX/TaXAalLWUNA HacoC f0/MKEH ObITb 0653aTeNIbHO AeaKTMBUPOBaH, Npexae Yem annavkaTop ébyget

u yAaneH 13 ycTpoiicTea. [1si Toro, Ytobbl caenatb 3To, HAXXMUTE KHOMKY OTKIOYeHWe Hacoca B MEHH0
HacTpoek, UTo6b! BbIK/TIOUNTL HAcoC, NOC/ie Yero noracHeT CBeTOAMOA Ha annnvkaTtope. To/bKo Tenepb
LUTenceNb annaMkaTopa MOXeT 6biTb OTAE/NEH OT yCTpoiicTBa 6e3 Nt060Oro pucka.

BaxHas VHthopmauus

I'Iepe,q 3aMeHoi arnnamkatopa, HaXXMuUTe KHOMKY OTknoyeHne Hacoca B MeHK HaCTpoeK, YTOObI
BbIK/IIOYUTE Hacoc. locne 3aMeHsbl annyinkatopa, CUCTteMa aBToMaTu4eCK BK/IKOHaeT HacocC.

5.2.5. BbIkno4eHNE yCTpOCTBa

Builignte us pexuma FOTOBHOCTU B pexxum OXXUOAHUA, HaxaTvem COOTBETCTBYIOLLEN KiaBuLLm.

NS BbIK/TOYEHNS YCTPOCTBA, NMOBEPHUTE K/THOY NMPOTUB YACOBOW CTPESIKU HACKO/IbKO 3TO BO3MOXHO.
TonbKo nocsie 3Toro Bbl MOXeTe OTK/UMTL YCTPOCTBO Ha 3afHel naHenu. Mpu BbIK/IKYEHUN Ha |,
YCTPOICTBO aBTOMATUUYECKN OTK/IHOUYAETCS OT CETV NEPEMEHHOIO TOKA.

MPEAYTPEXOEHVE

MpsiMOe 1 paccesitHHOe /Ta3epHOE U3/TyYEHNE MOXET HAHECTU CEPbEe3HbIi yulep6 rnasam.
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Huvkoraa He ocTaBnsiiiTe BK/IKOUEHHOE YCTPOICTBO 6e3 mprcmoTpa. [Jo KoHua 3akpoliTe YCTPOCTBO, MU
€ro NoJ/IHOM OTK/THOUEHUIA,

Mocne Toro, Kak Bbl OTKAKOYNAN YCTPONCTBO, NPOBEPLTE, YTO Bbl BbITAWMAN U KIHOY. XpaHUTE KoM B
6e3onacHoM mecTe, 4Tobbl NPefoTBPATUTL MCNO/b30BaHME YCTPONCTBA HEABTOPN30BAHHBLIMU SILBMA.

6. TlNpumeHeHne
6.1.06LWWast UHCTPYKLMS

31a rnaBa coAePXMT NOJIHYI0 MHGOPMAaLM0 06 MCMOMb30BaHUN WM MPUMEHEHMUN YCTpoiicTBa. KoHeuHo,
JaHHble UHCTPYKUMM HUKOTAa HE CMOryT 3aMeHUTb 3KCMePTHbIe 3HaHWSA N0 MeAULUHCKOMY
NPVMEHEHMI0 /1a3epoB, TLWAaTeIbHOro NCCNefoBaHnsi COOTBETCTBYIOLLEN NUTepaTypbl, JIMYHbIA OfbT,
NOJTyYEHHbIV NPU HAGIAEHNN N KPUTUYECKOW OLEHKON TEKYLLERn cutyauumn.

Ho faHHas MHCTPYKUMS A0/MKHA MOCAYXUTh XOPOLUMM MaTepUasiomM 4/l HauMHaLWUX U 48 TeX, Kio Hel
yacto paboTaeT ¢ la3epHLIMU YCTPOICTBAMM.

MoaTomy, Mbl pekoMeHAyeM Bam n3yunTb CYLLECTBYIOLLYIO MEeAULMHCKYIO IUTEpPATYPY Ha 3Ty TEMy U
CBA3aTLCH C JOKTOPaMMU, Y KOTOPbIX ECTb OMbIT B UCMO/b30BAHUM TaKMX YCTPOWCTB A1 TOro, YTOGb
03HAKOMUTLCS C METOAAMU NlAa3epHOl Tepanun 4o Hadaia paboTbl C NauMeHTamu.

Mbl xoTenm 6bl NOMOYbL Bam B KOHTaKTMpOBaHUM C APYrMU Mosib3oBaTensimu. OTBETCTBEHHbIN MepHe|
Baluero ancTpmbboTOpa C rOTOBHOCTHIO pacckaxeT Bam Bce B AeTaslsX.

TpeGoBaHus Aa Nosb3oBaTess

MPEAYMPEXOEHUE
JlazepHoe M3/lyyeHre ycTpoiicTBa MOXET MPUBECTM K NMOPAKEHUIO CTPYKTYPbI KOXMU.

Tepanusa go/HkHa NPOBOAUTLCA TOSIbKO NPAaKTUKYOLWMM BPayoM, WM NOA ero YeTK1M pykoBOACTBOML,
OTBETCTBEHHOCTbIO (B Aa/ibHELIEM MO/Mb30BaTeNs).

AKTUBHblE MeAVLVHCK1e n3genuns MoryT ObITb NnPpUMeHeHbl TOJIbKO KBaI'II/ICt)I/ILI,I/IpOBaHHbIMI/I
nosnb3oBartesidiMn, OCHOBbIBAKLWMMNCA Ha 06pa3OBaHI/II/I, 3KCMEePTHbIX 3HAHNAX W NMPaKTN4eCKOM abft

y,CI,OCTOBeprer, 410 Bbl MOHANM NPUHUNMbI B3aI/IMO,EI.eVICTBI/IF| Nna3epHoro N3siyd4eHua mn KO)KHOI7ITK3H|

KOppenauMn Mexzay OTAeNbHbIMU NPUKNaAHbIMU NapameTpamu, NpuKNagHbIMM MeToamu, atesig
OCHOBaMW Sla3epHO 6€e30MacHOCTL.

Ecrm y Bac ecTb gaxe maneiilee COMHEHUE, CBSHXKUTECH C aKCMepTamu n/mam mexaHnkamm Bawero| w
ONCTpUOLIOTOPA [0 TOro, Kak HayaTb Tepanuio. tifn
I

Monb3oBaTenu, KOTopble XOTAT UCMO/Mb30BaTh YCTPONCTBO, AO/MKHbI ObITb 4OCTATOUYHO XOPOLLIO
npouHcopMmpoBaHbl 0 6e3onacHoCTU 1 3achdekTMBHOM paboTe a3epHOro obopypoBaHms, 4o Heall
paboTbl € yCcTpoicTBOM. VIHCTpYKUmMSA gns coTpyaHukoB AscleptionLaserTechnologies wm
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aBTOPU30BaHHbIX UMW MONb30BaTesieli, OCHoBaHa Ha 3TOM pPyKoBoACTBe. Bc& f0/MKHO ObiTb 3aHECEHO B
BopToBoii MegnuuHcknin XXypHan YcTpoiicTtea. Monb3oBaTeny f0/MKHbI NONYUNTb MHCTPYKUUN
OTHOCUTE/IbHO C/lIefytOLLMX acneKToB:

PaboTa 1 BHyTpeHHee MCnonb3oBaHWe yCTPOCTBa, BKYasA NpaKkTuyYecKkme 3aHATUS
MpuHUMN paboTbl N PYHKUMOHAIBHOCTb YCTPOWCTBA, HapsAay C MCMOMNb3yeMOl MOLHOCTbIO
* PerynupoBka Bcex paboynx 3/1eMeHToB
* [Moka3zaHusA K MCNOJSIb30BaHUIO YCTpOCcTBA
ww » [poTuBonokasaHus 1 No604YHbIE AWGEKTDI
» T[penynpeaunTenibHble CUMBOJIbI A1 BCEX PEXMMOB

. BbinonHeHne TectoB CIJyHKLI.VIOHaJ'IbHOCTVI

Mocnepytowme TpGﬁOBaHI/IFl Nno NoAroTOBKE MEHSOTCA B 3aBUCUMOCTM OT CTpaHbl. [Nosib3oBaTtenb Hecet

OTBETCTBEHHOCTb 3a NpoBegeHne 06y‘-IeHVIF| CO BCEMMU TpeﬁoBaHI/IFIMI/I NMPUMEHNMbIX PETMOHa/IbHbIX
3aKOHOB 1 NMOCTaHOB/IEHWUIA. *

6.2.06MWSA nHopMaLMsa No IeHEHUI0

MpepocTepexeHne

Bo3geiicTBUE N1a3epHOr0 U3/TyUYEHUsI HA KOXY MOXET MOB/eYb TEPMasibHYH0 YTpo3y TKAHEBOW CTPYKTYype
KOXW - NpeAHaMEPEHHO COMIACHO MOKA3aHUSIM WM HEYMbILLJIEHHO.

Bpay OTBETCTBEHEH 3a TOUHOCTb OMpPeLENIeHNs NMoKa3aHuii, BbIGPAHHYIO 30HY A5l JIEYEHUS 1 Apyrve
napameTpbl TEpanun, TakMe Kak npaBW/bHOE PacnosioXeHMe annavkaTopa.

Takxe Ha NPOTSXKEHUM BCEW Tepanuu, Temnepartypy OXJ1aauTens B anmnjukatope Hy>HO MPOBEPSTh
BPYUHYI0, BMECTE C PETY/IMPOBKOI M/IOTHOCTU 3HEPrUK Ha AUCTI/Iee.

MpepocTepexeHne

B pesynbTate BO3AENCTBUS STa3ePHbIX JTydeil BO3MOXHO BO3HUKHOBEHME MOGOUHbIX 3((IEKTOB, TaKMX Kak
BOCMa/IEHNE W JIETKUIA OTEK B 30HE fieueHusi. [loBOSIbHO peako BCTPeYaeTcs BpEMEHHas NUrMeHTaums v
MosiBfieHVe BOMAbIPEN, BNOC/EACTBIM NMOKPLIBAIOLLMXCS KOPKOU. Elle pexe, nNpyu KOPPEKTHOM

Mcnossib3oBaHNn yCTpOVICTBa N Ha/inynm cornacuma ot nauneHTta, BCTpeyarTCA OANNTENIbHbIE N3MEHEHNA
NMUIrMeHTaunMn KoXxwu, wpambl N KpanmBHULA.

YPOBEHb TAXECTU NOGOUHbLIX APPEKTOB MEHSIETCA OT NaUMEHTa K NaUMEHTY, 06bIYHO OH OYEHb HUSKMIA.
t

|_|03TOMy, B 1t060M Cny4yae H606XOAVIMO npoeegeHune I'Ip06HOFO nevyeHna Ha Mma/leHbKOM y4dacCTKe, Kak

OMMCaHOo HMXe, YTOObl MUHMMU3MPOBATb PUCK NOBOUHBLIX APPEKTOB N OAHOBPEMEHHO C3TUM YAYULLNTb
adhdhekT OT fieyeHus.
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BaXxHO 3anOMHUTb, YTO NO6GOYHLIE (-)CbcpeKTbl MOryT ObITb CU/IbHEE BO BpemMA Tepanun Ha 60nbLUMX
ydacTkax, 4yemM Ha 60onee ManeHbKMX.

Kpome Toro, nayueHTbl NoslyyaroT flyyllee Breyat/ieHMe OT Npoueaypbl IEYEHUS Y CMOTYT Jlyulle
PELINTb ; OHW 3a UM NPOTUB JIEYEHNS, NPEXAe YEM JaBaTb CBOE COr/lacue.

3ameyaHune

Mpy foonepaLMoHHOM 06CYXAEHMM, NALMEHT AO/MKEH BbITb MPOMH(OPMUPOBAH 060 BCEX PUCKaX,
KOTOpbIe MOXET MOoB/eYb 3a 060l 1a3epHOe M3/TyYeHue 1 4o- 1 Noc/ieonepauoHHas NoaaepxKa.
Bonee Toro, nauneHT A0/IHKEH 3HATb 060 BCeW Mpoueaype NedeHus, ee MexaHusMax, a/lbTePHATUBHbIX

npoueaypax, 3aTpayunBaeMoM BPeMEHM, NEPCTNEKTMBE YCMELLIHOT0 /IeUEHNs 1 O MOCNeayHoLWMX nocne
Tepanuu aencTeusix.

Bawm COBETYHOT COO6IJ.I,I/ITb 006 3aTOM pa3rosope n 0653aTb nauneHTa nognmucatb cneuynasibHoe

NMUCbMEHHOE corflacue Asst 3Toro 6pudprHra. Takke pekoMeHayeTcs caenatb chotorpadum Ao 1 nocne
NEYEHNS. »

MpepynpexaeHne

KoHTakTHas NOBEPXHOCTb ann/inkatopa KOHTaKTUpyeT C KoXeli naymeHTa BO BPeEMA Tepanun. Ectb PrCK
nepemMeLlieHna MMKpoopraHn3mos.

Bbl6paHHbIii annimkaTop A0/MKeH GbiTb NPOAE3VH(MLMPOBAH [0 U NOC/E KaXA0ro UCMOMb30BaHus, Kak
onucaHo B rnaese Ouuctka u Jes3nHgekums.

S F

MpepocTepexeHne

Jo6oe abcopbupytoLee 3arpsi3HEHVE Ha NTa3epHOM HAKOHEUYHUKE anmnkatopa, Bbi3bIBAaeT MECTHOE

HarpeBaHWe 1 MOXET MOC/YXUTb NMPUUUHOW NOBbILIEHUS] MOBOUHBLIX 3DCHEKTOB 1 AEDEKTOB
annaukartopa.

Y6e,CI,I/IT8Cb, 4yTO }'Ia3eprIl7I HaKOHEYHUK alnjmnkKatopa oCtaeTcAa YNCTbIM BO BpeEMA neyeHuns!

6,2.1. B3aumopelicTBMe Na3epHOro siyya 1 KOXu

B

Llenb, ocob6eHHo A/ AepMaTo/IorM4eckoro 1 aCTeTUHECKOro fIeYeHnsl, COCTOMT B TOM, YTOGbI yaa/uTb
MOBPEXAEHUS, HA BbIGPAHHOM yYacTKe WW HexenaTesibHble NoBPeXAeHUss 6e3 Apyrnx No6ouHbIX
adpchekToB. MeToA hoTOTEPMONN3a, BBEAEHHbII AHAEPCOHOM Kak OVMH U3 MEeTO0B sievueHnsi B 1983,
rapaHTMpyeT appeKTMBHOE MOPAXEHNE LENM 1 OJHOBPEMEHHYIO 3aLUUTY KOXMU.

|_|03TOMy, A4 ycnewHoro nevyeHmna AO0JHKHbI ObITb COﬁJ'IIO,EI.GHbI cneaywuine acnekTbl,

A6cop6buus NaszepHOro ayya - AAMHA BOJHbI
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ABCOp6UMSA Na3epHOro flyda fo/mkHA 6biTb 60/blUE HA BbIGPAHHOM yyacTke (Hanpumep, MenaHvH B
BOJIOCAX WM KPOBb B COCYAax), YEM Ha KOXE BOKpPYT, rMaBHbIM 06pa3oM, COCTOALEN 13 BoAbl. YeM

BbilLe NornoweHne Ha ueneBoM yvyacTtke, TeM 6o/bLLee Tenno BblpﬁﬁOTaHO; 4yeM HuXxXe norsoweHne Ha
KOXXE BOKpPYr, TEM HNXE HexXeJlaTe/IbHOE HarpeBaHne KOXXWU.

[vanasoH onuHbl BoHbI ycTpoiicTBa EpiLab B 06n1actu, 65113koi K MHdpakpacHoMy m3snyyeHmnio (IR)
mexay 800 HM 1 950 HM obecneynBaeT OTHOCUTE/IbHO BbICOKUI ypoBeHb MOMALLEHVA menaHuHOM v
KPOBbIO. [J/IMHA BOJIHBI Pa3/IMYHBLIX annanukaTopos ONnTUMasibHa NpucnocobrieHa B npegenax 3Toro
AvanasoHa K MHAVBUAYaIbHO 3an/iaHMpPoOBaHHOMY BO3A4ENCTBYIO.

OpHako, 8bl Takke [O/DKHbI YyUNTbIBATh NMOMOLWEHMNE MEelaHHa € 3anMaepMe TEMHOI KOXW, KOTopas He
BXOAMUT B YUC/IO XeNaeMoro tuna KoXxu (Kpome siedeHns U3/1iedmMbIX MUrMeHTUPOBaHHbIX
NMOBPEXAEHWIA) N MOXET CNYXWUTb NPUYNHOM BO3HWKHOBEHMSA NMOBOYHBLIX 3(PEKTOB, MPM CaAMOM M/I0XOM
BOCMPUATUN , TAKUX KaK runep - uam runo-nurmeHTaumsa. rNoatomy, nasepbl Py6uH n AnekcaHaput, ¢
ONMHOI BOMHbI 694 HM 1 755 HM, COOTBETCTBEHHO, MEHbLUE MOAXOAAT A1 TEpanun TEMHbIX TUMOB KOXU

13-3a NX OTHOCUTESIbHO BbICOKOTO MOF/IOWEHNS MENTAHUHOM. 3HauMTelbHO Ayyle noaxoauT AvanasoH
OMHbI BOJHBLI Epilab.

Pa3smep natHa

Paswvep nsaTHa fo/KeH 6b!Tb HACTO/ILKO 60/bLWIMM, YTOBbI BbIGpaHHAS Leflb HAXOAWIACh B HECKOJIbKUX
MUIMMETPAX HUXE NMOBEPXHOCTW KOXW (HanpyvMep, KOPHU BOJIOC, WM COCYfbl) 1 AOCTUrasiach C
MOMOLLbIO AOCTATOYHO BbICOKOI N/IOTHOCTW 3HEPrAU . STOMY TPe6OBaHWI0 OTBEYAET yCTpoiicTBO EpilLab.

JomkHa ObITb rapaHTusa T10oro, 4to 60/bLIee NATHO HarpesaeT 60onbLINiA Yy4acCTOK KOXW. |_|03TOMy,
HeO6XO,CI|I/IMaF| NAOTHOCTb 3HEPTrUN A0J/HKHa ObITb HMXE ana 60/bLUMX NATEH.

AnutensHocTb nMmnynbCa

MpoAo/MKNTENBHOCTL NMMY/bCA A0/MKHA BbITb KOPOYe WK, NO KpaHel Mepe, HE3HAUUTE/IBHO A0SIbLLE,
yem Bpemsl TENJIOBOW penakcauun BbIGPAHHOIO yyacTka (HanpuMep, BOJIOChI UM KPOBEHOCHbIE
cocyabl). Bpemsi TennoBoit Penakcauum - Bpemsi, BO BPEMS KOTOPOro BbliGpaHHasi MOBEPXHOCTb
CHVDKAET HA 50% AMMNTYAY MNOAHATOWN TEMIMEPATYPbI.

ToHKMe CTPYKTYpbI (Bonockl, cocyabl) CHVDKAKOT BbiCOKYO TemMnepaTypy HaMHOro GbIcTpee, Yem 6onee
MI0THbIE CTPYKTYPbI. [N AOCTVXEHMA XenaeMoi TemnepaTtypbl Ha y4yacTkax C TOHKOW CTPYKTYpoOii
Heob6xoauMOo nepefaTtb HEOOXOANMYIO 3HEPIUI0, HACTOMLKO BbICTPO, KaK TObKO BO3MOXHO. Ecrm

nMvnynbC CANLLKOM ,EI.I'IVIHHI:IVI, TensoBaa noTepa oOKpyXxXakLwero ydactka KOXXu AoJ/HKHa ObITb
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KOMMNEeHCHpPOBaHa C NOMOLLbI 60/iee BbICOKON MIOTHOCTU SHEPTUU, YTO ABASETCA NPUYMHON MOSABIEHNS
NO60OYHbIX 3(PGEKTOB.

OpaHako anis SQDCDGKTI/IBHOFO neyexHnd H806XO,EI.I/IMaF| MNNOTHOCTb 3HEPrnn n pasmMep nATHa OA0/DKHbI ObITb

onpeggesneHbl ¢ camoro Hadana. To/bKo BMOCEACTBUM CaMbllii KOPOTKMIA My/ibC yCTaHaBMBAETCS A/
TOHKUX CTPYKTYP U CBET/ION KOXW.

Ansa TEMHOW KOXW BaXXHO MOMHUTb, UTO MeNaHWH BannaepmMe He AO0JDHKEeH HarpeBaTtbCA, T.e. A0/DKHa

6bITb BbiGpaHa A/MTeNbHAA NPOAO/MKUTENBHOCTb MMMY/bCA - A5 TONCTbIX CTPYKTYP HE BO3HUKAET
HMKaknx npobsem.

Komnpomucc BO3MOXeH npu Tepanun ToHknx BOJIOCAHBIX nokpoBOB/COCYAOB Y NaUWeHTOB C TEMHOW
Koxeli. BblbpaHHbIlii Mnynbe gomkeH 6biTb J/IMHHEE, uem 418 CBETI0N KOXW Y TOHKOW CTPYKTYPbl, HO
Kopoue, Yem A1 TEMHOW KOXMW 1 6onee TONCTOW CTPYKTYpbl. Takoe pelueHne BO3MOXHO, NOTOMY HTO
nonyyeHne TEMI0BOM 3HEPTUN NPU TOHKOWN CTPYKTYpe 3HAUUTESIbHO HUXE, YeM npu 6onee naoTHOM.
Kpowme Toro, EpiLab rapaHTupyeT a(phekTMBHOE OXNaXxaeHUe anuaepMbl |pM. HUXKE).

Anuaepma MoxeT 6bITb 3alUMLEHA AOMNOMHUTENBLHO NPY NPepbIBaHNM UMNY/bca (4BOWHOW MMnyssCc). B

O6blYHOM Pexvve ABOWHON MMNynbC ABNSETCA cTaHAapTHbIM, B NMTPOPECCNOHA/IBHOM Pexume, ero *
MOXHO aKTMBMPOBATb Ha Aucree.

OxnaxpgeHune dnngepmuca

Bo nsbexaHne nob6o4HbIX 3¢hheKTOB OXTaXAeHNEe anuagepmMmca NpocTo Heo6X0ANMO (OCOHBEHHO BaXHO
ONA NauMeHTOB C TEMHOI KOXW, 13-3a NOT/OLWEHUS MeNaHnHa).

B EpiLab, oxnaamTens HaxoguTcs B annjvkatope. KOHTaKT anuaepmMbl C XON0AHbIM META/IIMUECKAM
JaTYMKOM SIBMISIETCSA Ype3BblYaiHO 3hheKTUBHBLIM 13-3a BbICOKOW TEMIONPOBOAHOCTM (B 8 pas yulle,
yem candupoBblii MEXaHU3M OX/TaXAeHNs). KpoMe Toro, TemnepaTtypa oXnaxaeHusi CUCTEMbI 1
OX/TAXKAEHMS KOXM MOXET aBTOMAaTUUECKN KOHTPO/IMPOBATLCS B /1060 Nepuno BpeMEHW.

6.2,2. Knaccudmkauma TUNoB KoXm

Tun KoXwu 1
l«MpnaHpCKNA»TUN KOXK OueHb cBeTNas koxa, 6enbie wm  Bcerga cropatot
pbbXue BOMOCHI, rosy6ble nm He 3aropatot
3efeHble rnasa
Il npenmyLLecTBEHHO LEHTP. Csetfian Koxa, CBeT/lble BO/IOChl, [peumylieaBeHHO croparoT
EBpona ronybble Wam 3eneHble rnasa Nerkwnii 3arap
ill CBeTno-kopuyHessble/ WHorga cropatot
KOpWYHeBble BOJIOCHI U Kapue Xopouio 3aropatoT
rnasa
v CBeT0-KopuyHeBas Koxa, Pepnko cropatot
KOpPUYHEBbIE WK YepHble BbicTpo 3aropatot

BOJ10CbI,Kapue rnasa
V (HekoTopble nHAWILBI, OXHaa TemHas Koxa, YepHble Bofockl U Pefko cropatot

Amepuka) Kapue rnasa OuyeHb 6bICTPO 3aroparoT
VI (AdppukaHupl, NHoNALBI) OueHb TEMHAA KOXa, YepHble Hwukorga He cropatoTt
BOJ1IOCbI,Kapue rnasa OueHb 6bICTPO 3aropatoT
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6,2.3, 0630p Hanbosiee 6ONE3HEHHbIX YHACTKOB KOXM

/mSv»

W ly

CwvnbHasa 60/1b
CpepfHsia 60/1b

Cnabasi 605b

I#

CunbHas 6onb
CpepfHsia 60/b

Cnabas 601b

6.2.4. TlapameTpbl UICNOMNb30BaHMUA

IMNOTHOCTL 3HEepruM ABNSETCA pellalowmM napaMeTpoMm A1 IeYeHUs € NybCUPYIoLWKMN nasepamm
Taknm, kak EpiLab. OHa gomkHa 6bITb yCTaHOB/IEHA HEMOCPEACTBEHHO Ha Ancnsee. Yem Bbiwe
NIOTHOCTb 3Hepruun, Tem 6onee ahHEKTUBHO NNEYEHME - HO YBENTMUMBAETCHA BO3MOXHOCTb CUMbHbIX

no60ouHbIX 3chhekToB. MO3TOMY, AOIKHO 6bITh NPOBEAEHO NPOGHOE fIeUeHne, NpU YBEMYEHUN
MIOTHOCTW 3HEPIUW.

MatemMaTtuueckne popMy/ibl BbIFISAAT Ceayowmm 06pas3om;

Energy density [Joule/cm”] = energy [ J ]/ spot-area [cm”](energy density = Fiuence
Power [Watt] =energy [ J|/ pulse duration [sec]

|/|CI'IOJ'Ib3yeMbIﬁ pasmep ndatHa (3 3aBUCUMOCTUN OT annnleaTopa) aBTOMaTU4YeCKN yunTbIBarOTCA

yCTpOI7ICTBOM. Kak onucaHo Bblle, MeHbLUME NATHA Tpe6y+0T 60/bLLUER NIOTHOCTH Heprnn.
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6.4.1. OObBEKT: aHAaTOMMS BOJIOC

Ka)K,EI,bIVI 3HaeT, no CO6CTBeHHOMy OonbITYy, YTO HEJ1Ib34 Ha4o0/Iro n36aBUTbLCS OT BOSIOC MNPOCTbIM

BblAeprMBaHuem, OHU GyayT pacTu CHOBa. JTO O3HAYAEeT, UTO A0/MKHA ObITb yaasieHa U CTPYKTypa,
OTBETCTBEHHasi 3a POCT BOJIOC.

CerofiHs uccnegosaTtenun akTmyeckn eguHOAYLLIHbLI B TOM, YTO Tak HasbiBaeMas JIYKOBVLIA Bonoc ¢
3apoAbILLIEBLIMU K/ieTkaMy BOKPYT (MaTpyyHbIe KIETKW, MeNaHnH) U BOJTIOCSHOM COCOYEK OTBEYAloT 3a
pocT BosioC. MO3TOMy, UX HY)XXHO yAa/IMTb WK NO KpaiHein mepe ocnabutb nx AKTVBHOCTD.

B3aBucrMocTM OT yacTy Tenia KOPHU BOJIOC MOTYT ObIiTh PACMO/IOXKEHbI HA 5 MM HUXe MOBEPXHOCTU
KoXu [1o3TOMy, Nla3epHOe NATHO AO/HKHO GbiTb KAK MOXHO 6O/iblUe, YTOObI rapaHTMPOBaTh
3(pPEKTUBHOCTb F/Ty6UHBI NAa3ePHOr0 U3NyUYEHUs.

KnuHnyeckoe nccnegoBaHme, BbINMOSIHEHHOE C ycTpoiicTBoM EpilLab, nokasano, uto pasmep nAtHa 1.1 cm
' LOCTaTO4YHO 4717 TOro, YT06bI 3PHEKTUBHO YAAIUTL BOOCKI HA Horax. [anbHelillee paclumpeHue nsarHa

M1 He a0 Ny4ylmx pe3ynbTaToB. MeHbluunii pasmep natHa 0.5 cm A npusen K CHWXKeHUo ahekTBHOCTU
npuénusnTensHo Ha 10%.

Hy>HO NPUHATL BO BHUMAaHWE YTo, HanpyuMep, Ha BEpXHel rybe, KOpeHb BOJIOCA PACMONIOXKEH He

N rlyGOKO B KOXeE, MO3TOMY MEHbLUWI pasmep MsiTHA MOXET GbITb a6COMOTHO IPEEKTUBHBIM 1
Mosie3HbIM. VIcno/ib30BaHNe MEHbLLUMX NATEH PEKOMEHAYeTCs 0CO6eHHO A5t 60/iee TOHKUX BOSOC, TakK
Kak 60/1ee KOPOTKUIA UMMY/IbC MOXET BbITb YCTAHOB/IEH C MEHBLUUM MATHOM COOTBETCTBEHHO.

6.4.2. ®asbl pocTa BOMOC

3apogpliieBasi CTPyKTypa BO/IOC NOCTOSIHHO PacTeT - HO 3TO NMPEKPACHO A0 MafeH4YecTBa. JTOT NyLIOK
ellle He MMeeT BOJIOCSHOTO COCOYKa, pacTeT OT 60/iee HU3KOM anugepMbl U Noc/eaoBaTelbHO
MUTPUPYET B KOXY.

Mo3xe, BO/IOCHI C BOJIOCSIHBIM COCOYKOM (hOPMUPYIOTCS MOJ, BAUSIHUEM FTOPMOHOB. UMC/0 BOIOC 3aBUCUT
OT reHeTukn. C3TOro MOMEHTA YesloBeYEeCKMe BOJIOChI NOABEPraTCs NOBTOPSOLW,UMCS LMKIaM pocTa,

KOTOpble MOTyT NPOCTMPATLCA OT HECKOJIbKMX MECSALEB 40 HECKOJIbKUX NIET (B 3aBUCUMOCTU OT yyacTka
Tena).

AKTVBHas (ha3a pocTa HasblBaeTCs aHareH, Toraa Kak TefloreH - gpasa otasixa. MNoaxoasileii dhason ans
YCreLLUHOi Tepanun siBNSeTCs aT1an BO30GHOB/IEHMST pocTal.
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y Nnofieit goasbl BONOC B pa3/iMuHbIX 061aCTsAX He CUHXPOHU3UPOBaHbI, T.€., Pa3/IMyHbIE BOMOChI
HaxXoAATCA B pas/iMuHbIX hasax. BonpegeneHHoit 061acTv TONbKO onpeaeneHHblii NPoLEeHT Bosoc
BO3AENCTBYET Ha /1la3epHyto Tepanuio. MoaToMy Bcerga Heo6xoanma, cepust Ta3epHbIX CECCUIA.

Uem Kopoue chaza TesiloreHa no CpaBHEHMWIO C aHAareHoM, TeM 60/1ee GbICTPbIM SIBASIETCA POCT BOJIOC B
onpegeneHHon obnactn. BoT noyemy Heob6xoamMmo 6putb 061acTb 6OpPOAbI Halle, YeEM OPYre YacTy
Tena. CnegosaresibHO, MHTEPBA/T MEXAY NocneaylolLei nasepHoi Tepanvein AO/HKEH Takke ObiTb

Kopoue.
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6.4.3. Bblbop nayneHToB

anMEHeHl/Ie na3epH0|7| Tepanun Harnpae/ieHO Ha npekpaweHne pocta BOJ/IOCAHOIO NoKpoBa Kak'y
XXEHLWWH, TaK 'y MY>X4YUH.

YaaneHvie nasepHoii anunsumeli TEMHbIX BOOC ABASeTcs 6oiee aPPEKTUBHBIM, TaK Kak B TEMHbIX
BOJIOCax COAepXMTCS 6osblie MenaHuHa. CBeT/Ible BOJOChHI, Kak NpaBusio, TPebyoT Gosee BbICOKOM
WHTEHCUBHOCTMW 3HEPIMW, KOTOpas A0MNyCckaeTcs 13-3a 06bIYHO 60/iee CBET/ION KOXM. OAHAKO ycnex
NIEYEHUs1 He MOXET GbITb MPeAckasaH B KaXA0M KOHKPETHOM Crlydyae. Y AMBUTENIbHO XOpoLUve

pe3ynbTaTbl HabAaNNCh y Ntoaelt Aaxe co CBET/IbIMK Bosiocamu. CApyroli CTOPOHbI, CTb HeraTuBHble
NCK/TIOYEHUS 0COHBEHHO CTOKUX TEMHbIX BOJIOC.

OueHb CBET/IbIE BOJIOCHI, PbXEBATLIE (COAEPXAT DEOMENIAHUH) U CeAble BOIOCHI OUYEHb M/10X0 W
COBCEM HE pearvpyloT Ha la3epHyro Tepanuio. To Xe caMoe KacaeTCsl OYeHb TOHKMX BOJIOC.

Mpexae, yem noagepratb JIEYEHUKD KOHKPETHYIO XXEHLLMHY C OYEHb CU/IbHLIM POCTOM BOJIOC, HYXHO
HOPMaJIM30BaTb e FOPMOHA/IbHbIA (DOH.

FOPMOHa/IbHBIV (DOH, N3MEHSIIOLLUIA NOST MYXUYMH (MY>XUMHA CTAHOBUTCS XEHLLMHON) LO/MKEH TaKKe
HaxoAUTLCS MOA KOHTPOJIEM, MPEXAE, YEM HAUHETCS SIeUeHue.

MonHoe yfaneHve BO/IOC HE MOXET BbITb OCTUTHYTO, TakK Kak 06bI4HO 0COBO TOHKME CBET/Ible BOMOCHI
He MOoryT 6bITb YaasieHbl. BaxHo coobwnTb nauneHtTam 06 atux dpakrax!

6.4.4. TlpoTtuBOMNoKasaHus

[nsa n3yyeHns npoTuMBonoKasaHuii, obpatutech K rnase Vcnonb3oBaHve (Kpome pasgena o cocyjax Ha
Horax).

lNpepocTtepexeHne

MaumeHTbl C 3aropesnoii KoXen - 0COBEHHO CBEXee 3aropesioii - MoryT nosy4mTb 60/1€ee MHTEHCUBHbIE
no6oyYHble achdheKTbI, 06bIYHO, CBA3AHHbIE C UIBMEHEHMEM MUTMEHTaLUN KOXK!

Takxke no60o4YHbIe 3hheKTbI MOXET BbI3BaTb HA/IMUME TATYMPOBOK Ha KOXe. Bonee Toro, nx LBeT Gyaet
YyacTUYHO yaaseH. Mo3ToMy y4acTKu KOXW, r4e ecTb TaTyMpPOBKU, He AOJIKHbI NOABEpratsCsi Tepanum,

Takxe pekomeHAyeTcsi naysa B 4-6 Hefieslb, eCnv GblIM NPOBEAEHbLI APYIie 3NUSLMOHHbIE NPoLeaypsl,

TakMe Kak yaasieHns BOCKOM WK BbilWunbiBaHe, K3-3a NUrMeHTodiopa BblGPaHHOro y4acTka, YTo
cAaenaeT Tepanuio abCcosIlTHO HE3(PEKTMBHOIA.

6.4.5. BO0O3MOXHble N06OYHbIE 3heKTbI

Bce no6o4Hble 3hhekTbl MEHEE 3HAYMTESBHBI AJ151 CBET/ION KOXWN M CBET/IbIX BOSIOC, HO CTAHOBSATCS
60/1ee VHTEHCVBHbIMUN ANs 60/1ee TEMHbIX, 60/1€€ TYCTbIX U NAOTHBLIX BOMOC U A5l 6051ee TEMHON KOXK

N, KOHEYHO, B HEKOTOPbIX C/lyyasix, B C/lydae C/IMLIKOM BbICOKOW MHTEHCMBHOCTWU 3Heprun (npobHoe
neyeHuel),

MoaTtomy, uem TeMHee Koxa, Tem 6onee HU3KMe napameTpbl A4OMKHbI 6bITb BbiGpaHbl Npy NPOGHOM
neyeHun (TakKxe 1 C LBETOM BOMOC).
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Bo BpeEMA NeveHna y naunmeHToB eCTb ollyuleHne nokasibiBaHund, CBA3aHHOE C BbICOKOWA TemnepaTypoﬁ.

lNocne nevyeHna MoXeT NosBUTLCA I'IepI/IQT)OI'I}'II/IKy]'IFlprIﬁ OTEK, eC/iM BOJIOCbl TEMHbIE U rycible. Takne
(-)Cb(IbeKTbl ABNAKOTCA HOPMaJ/ibHbIM AB/1IEHNEM N ONATCA HECKOJIbKO 4HacoB UM napy ,D.HeVI.

Ecnm ycTpoiicTBO MCMO/b3YETCs MO HA3HAYEHWIO M eCTb COTflacue NauueHTa, BoSAbIpU, KOPKW.

HapaBHE C M3MEHEHUSAMU B NUTMEHTaLNN pasBuUBalOTCA peako (nerkasi 3awmral) O6bIYHO, Ny3bipy U
KOpKa 3akuarT 6e3 Nobbix NOCNeACTBUA B TEHEHNE NPUGAN3UTENIBHO OAHON Heaenu. 3meHeHus
NUrMeHTaumMmM MoryT HabnaaTbCsl B TEUEHNE HECKO/bKMX MecsLeB. MOCTOsIHHbIE N3MEHEHNS
NMUrMeHTaUMUn 1 Wpambl ABASKOTCA OYEHb PEAKUM IGIEKTOM.

8 penkux cryyasix TEMHbIE BOIOChI MOTYT 6bITb 06€CLBEUEHbI, B TAKOM C/ly4Yae OHU YXXe He MOryT GbiTb
yAaneHbl N1a3epom/CBETOM M3-3a HEeA0CTATOYHOrO MOT/OWEHNSA. 3T0 TaKKe OYEHb PeaKoe siBNeHne, Kak
1 Napagokc pocTa BOJIOC, T.e. HAGMIAAETCs CTUMY/ISLMS pocTa BOSIOC Ha BbIGPAHHOM yuyacTke.

6.4.6. [NoAroToBKa K Na3epHOoin anuasauumn

Kak 06sa3aTenbHOe npegsapuTenbHOe yCoBue, 061acTb, KoTopas byaeT NoABeEPKEHA NTEYEHMIO,
[O0/KHA ObITb abCO/IOTHO NOGpUTA 1 OUULLIEHA. YanuTe Takke cnefpl oT 4e3040paHToB Un Apyrux
KOCMETMYECKMX NPoAyKTOoB. MNpexae, Yem NPOBOANTbL TEPaNUI0 Haf BEpPXHeR ryboid, Hy)XHO MOMEeCTUTb
YBNaXKHEHHbIV KyCOYEK Mapnn Mexay BepxHel ryboii n s3ybamm, 4Tobbl 3agepxmBaTb HEOOMbLUYHO Yach

Na3epHOro U3ny4yeHusi, KoTopast MOXeT NPOTH Yepe3 BEPXHIOK ryby, 1 n3beratb HarpeBaHus 3y6oB
(MOXeT 6bITb 60/IE3HEHHO).

[ns peructpauumn ycnewHoro fevyeHnsi, He06xoAMMo caenatb doTorpadum.

O6bIYHO, aHecTe3ns He TpebyeTcs, NOTOMY YTO NasepHas anunsauus ¢ EpiLab npuynHaeT oTHOCUTENBHO
.Masio 6051 6narofaps NpeABapuUTE/IbHOMY OXaXAEHUI0 XO/I0AHBIM METaI/IMYECKUM LLYMOM
annavkaropa. [ns 4yBCTBUTENbHbIX 06/1aCcTeln Tena uam OYeHb O6LUNPHbLIX 06nacTen neveHns,
aKTya/lbHO aHecTe3upytoLlee cpeacTBo, Hanpumep EMLA, oHO MOXeT 6biTb MPUMEHEHO B 3aBUCUMOCTU
OT TepnuMocTu 6071 1 NpoLecca OXNaXAeHUs (OXNaxaeHne Koxu!).

YnbTpa3ByKOBOW 6ECLBETHLIN reflb ONTUMU3NPYET CLEMIEHME NAa3epHOro Jlyda 1 KOXXHOro NOKPOBa,
yMeHbLUaeT KO3(I(IULMEHT OTPAXEHUS N paccemBaHne na3epHoro nyya. TakuMm 06pa3om gocTuraeTcs
6onee Bbicokas achdhekTMBHOCTL. MprKIagHOn MeTos, UCNoNb3yemsblii A1 NPOBHOIo IEYEHWS, JO/DKEH
Takxe UCMoMb30BaThCs ANS Aa/IbHENWero neyeHns. TOHKWIA cnoli Mpo3payvyHoro ynbTpasBykoBOro ress

[JO/MKeH 6bITb NPUMEHEH Ha 06/1acTy, koTopas By4eT NoABEPXKEHA /IEUEHMIO. STO TakKe YMEHbLUAET
YPOBHM BO3HUKAILLETO AbiMa/3anaxa.

6.4.7. Tpo6Hoe neyeHue

Ecnv nauveHT NprHSA PeLLeHUE B NOJb3y Na3epHOi aNuIsuUy nocse nosiydeHust nHpopmaumm ot
Bpaua, BCE PaBHO A0J/IXHO ObITb NPOBEAEHO MPOGHOE /IEYEHNE HA TOM YUacTKe, KOTOPbI Mo3xe

noABEPrHETCA JIEHEHUIO. |/|H,EI,I/IBI/I,EI,yaI'IbHaF| peakumna KoXxXun nayneHToB U 4HyBCTBUTEJ/IbHOCTb K 601 Boe
paBHO MOTYT N3BMEHUTbLCA.

Uem TEMHEE KOXa MauueHTa, TeEM HUXe HadyasibHasi MHTEHCMBHOCTb 3HEPTMU U TEM AO/blle
NPOAO/IKUTENBHOCTb UMY bCa, KoTopasi GyaeT BbibpaHa B MNpodeccroHanbHOM pexnme (BKoYas
[BOWHOI nMnynbe). MocneaHnii He cTaHeT Npo6aemoli ana 6onee rycTbix Bonoc. [ TOHKUX BOMOC

UMNY/IbC HE A0/MKEH ObITb CTOMb Xe A/IMHHBIM TaK, YTOObl MOXHO 6bl/10 06ecneunTb 3PPEKTVBHOCTb

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



NeYeHus. VI3-3a HU3KOro MOr/IOWEHUs 'Macchl' NO60YHbIE 3PPEKTbI 06bIYHO HaUGoNee peaku ans
TOHKMX BOJIOC.

anIKI'Ia,CI.HOIZ mMmeToa, I/ICI'IOI'Ib3yeMbIl7I ans I'Ip06HOFO e4yeHnd, OoJ/DKEH TaKXXe MUCNoJsib30BaTbCA O/1A
6onee nosgHero fievyeHuns. Ons Toro, 4YTOObI 3TO caenarb, HY>XXHO, Mo KpaVIHEVI Mepe 4-6 TeaoBbIX
pa,3aMepa ndaTHa, yCTaHaB/IMBaAEMbIX KaK KBagpar, Mpu pa3ﬂl/l‘-IHOI7I WHTEHCUBHOCTN NoToka B O6bIYHOM
nn |_|pOCbeCCI/IOHaI'IbHOM pexnme, N0ToOMy 4TO OA4HO MATHO MOXET BbIi3BaTb MEHbLUE peaKLl.VII7I (I'Iy‘-ILIJe

OX/TaXAEHA KOXHAasi MOBEPXHOCTb BOKpYr). Mpu LLlagsiiem pexvrmMe nmnysibca paccMaTpuBaroT 06/1acTb
10x 10cm

MpeaynpexaneHve
JlazepHoe nsnyvyeHne MOXEeT HAaHECTU CepPbE3HbIN yepb rnasam.

Bce nuua, Haxogswmecs B MOMeLLeHMK, rae paboTtaeT nasep, A0/IKHbI HadeTb 3alMTHbIe OYKM, CM.
rnasy TexHundeckune [aHHble.

YcTaHOB/EHHAs MIOTHOCTL IHEPIU , HAPABHE C YCTAHOB/IEHHOW TEMMNEPATYPOI OXNTaXKAEHUSI, LO/KHBI
MOCTOSIHHO KOHTPO/IMPOBATLCS HA NMPOTSXKEHUM BCETO JIEUEHMUSI. *v.

EpiLab nepekntoyveH B pexxum MOTOBHOCTW ¢ BbIGpAaHHOWN M/IOTHOCTBIO 3HEPTUK.

B Hauasie onepauu LWyn OXNaXAEHUS annnkatopa MOMELLEH PSAOM C y4yacTKOM, KOTOpbIi Gyaet
NoABEPXEH Tepanuu. 3aTem annavkaTop NepeMeLLaT MNATHO 3a NATHOM Tak, YToGbl 1a3epHbIi
HaKOHEUYHWK BEPHY/ICS B NPeBapuUTE/IbHO OXNaXAEHHY0 061acTb. BnocneacTemm, nasepHast aMmccus
HaYMHAETCS MNPV HaXKATWUK HA HOXHOW BbIK/OUATESNb, U AASIEE annavkaTop NepeMeLlaeTcs NsTHO 3a
MATHOM B UMK/IE 33JaHHOI YacTOThl B HANPaB/IEHNN OX/TAXAEHNUS 30HAA KOXW.

npaKTVI‘-IeCKI/I, annankaTop AoJ/HKeH ObITb COXpaHeH B KOHTaKTe C KOXEeW 1 He [0J/KeH CHOBa MEHATb
i nonoxexHue. M3-3a YNbTPa3BYKOBOrIoO resid y4acTtok, Ha KOTOprVI AO0J/DKEH ObITb HanpasJiIEH annnkaTtop
I

MOXXHO /1erko yBnaeTb. HebonbLioe nepekpbiTne HeO6XO,CI,I/IMO ana Toro, YTOObI HK ogHa NnHMA BOJIOC

He Oblna nponyweHa, rnoTomy 4rto oxnam,qalou.mﬁ Ly, KOTOprVI oTMeYaeT cnefbl Ha YbTPasByKOBOM
resfie , HEMHOro 6osblue, YeM aKTUBHOE nasepHoe NATHO.

Tonbko ecnn He npouncxoanTt HUKaKOW peakunn KoXum nocne 10 MWUHYT MHTEHCUBHOCTb 3HEPInn

(NNOTHOCTL NOTOKA) MOXET NOCTENEHHO YBENMUMBATLCS (TECT HA HOBOW 06GnacTw).

B pexxume Msarkoro mnynbca - BONpeku npoueaype, ONMCaHHON Bbille - npeaBapuTesibHO
oxnaxgaercs obnacte 10x10 cm A u, ganee annaukatop 6bICTPO nepemelyaetca (MpubnusntensHo 10 cm
B CeKkyHAy) no obnactv npnbnusntensHo 10 x 10 cm "B paMkax BbiGpaHHON YacToThl. [py aTOM
annvkaTop AO/MKeH ObITb HanpaBs/ieH TakuM 06pa3om, YToObI sla3epHoe NATHO NPOABUIasiocb BOKPYT
npenBapuTenbHO OXNaXKAEHHOW NNHUM W, OLHOBPEMEHHO C3TUM, LLYN OX/IaXAEHNS fasiee oxlakaan
crefyloLWwmii yyacTok. ANMNAnMKaTop MOXEeT nepemeLLaTbes no Kpyry unv 3mMenkol Hasaz v Bnepeg,.
Heo6Xxo4MMO BbINOJ/IHUTL HECKOJIBKO MOAXOM0B.

Y,CI,OCTOBeprer, UTO Wyn oX/TaXgeHnda HaxoAnTCA B KOHTaKTe C KoXeli BO BpemMA nedvyeHu, 4YTOObI
rapaHTnpoBartb npegBapuTesibHOE OXNnaxaeHme annaepmbl.

Ana yCI'IELIJHOVI annnagnn, nosie3Ho oka3aTb Hebo/bLIoe Aas/ieHne C NOMOL b0 ann/inkatopa Ha KOXYy.

Takum 06pa3om, pacCTosiHME A0 KOPHS BOJSIOC YMeHbLuaeTcs, U 3dEKTUBHOCTb Ie4eHUs
yBENNYMBaETCS.
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Ecrm 06nacTb NOAHOCTBIO NMOKPbITA S1a3€PHbIM U3/TyYEHMEM, YCTPONCTBO AO/MKHO ObiTb MEPEKHOYEHO B
pexum OXXNOAHNA.

6.4.8 Tepanus

Kak Tonbko 0651acTb 419 /le4eHns NoAroToB/1eHa, OHa MOXeT 6blTb OTMeYeHa C NOMOLLbI0 6eforo
kapaHgawa (Hanpumep, Kajal). 310 rapaHTupyeT, 4to 06/1acTb ieyeHns 6yaeT paBHOMEPHO MOKpbITA.

MAoTHOCTL 3HEprun, Kotopas 6bina AoNyCcTMa NpU NPO6HOM NevYeHun, o/MKHa GbiTh YCTAHOB/EHA B
JanbHelilwei onepayuun. 3ateMm 06/1aCTb OCMOTPEHA, Kak On1caHo Bbille, 1 annjmkaTop Bcerga
[BUTAeTCs 3a OXNaAuTeneM KOXMu.

Bpe>KV||\/|e Msarkoro |/|MI'Iy}'Ibca, 4yncsio noaxonoB A0/DKHO ObITb YBEJ/INYEHO Liar 3a Larom.

Camblii NpocToli cnoco6 COXpaHUTb HAKOHEYHWUK YACTbIM BO BPEMSI SIEUYEHMS],- 3TO MUCMO/b30BaThb
BMIQXHYH0 TKaHb NOCME U3/yYeHUsI KOTEPEHTHOIO cBeTa. Ho ec/in CKpexeT eLle MOXHO yC/bllaTb, npu
Tepanuy TEMHbIX, MIOTHLIX BOIOC, OAMH BOMIOCOK MOXET OCTaThCA Ha HaKoM.euHuke. MoaTomy
HaKOHEYHWK JO/MKEH ObITb HEMEAJ/IEHHO ouMLLEeH. Ecnm nasepHasi Tepanus 6yAeT, BCE Xe,
MPOAO/MKATLCS TO BOIOCHI GyAYyT rOPETb M BO3MOXHO HE CMOTYT ObITh YAa/IEHbI, MPU OUUCTKE.

MNpepocTtepexeHue

rpﬂ3b, HaxoadauwancAa Ha NnoBepXHOCTU KOHTakKTa /la3epPHOro HakOHe4YHUKa, MOXET ropeTb Nnpu iasepHoOM
N31y4eHNN U BbI3biBaTb no6oyYHbIe 3CbeeKTbI, Takne Kak nokpacHeHune, BO3MOXHO 06pa3OBaH|/|e
B3,El,yTI/II7I, KOpPKa, penko IJJpaMbI! Y6e,ﬂ,VIT8Cb, 4YTO BCE OAOCTYMNHbIE ONTUYECKMNE NMOBEPXHOCTN HE
noBpexaeHbl N OCTakTCA YNCTbIMMN BO BPEMA JIEHEHUA.

Ecrv nasepHoii Tepanumn 4o/HKEH 6bITb MOABEPrHYT OGLUMPHbIA YYacTOK, XenatesibHO NPoBOAWTb
NeyeHne B MPOAONILHOM Hanpas/ieHnn (KpoMe pexuma Msrkoro ViMnynbca), YUTo6bl COXpaHWTb

pe3y/ibTaTUBHOCTb OT OM3NYECKO 60NN HA MUHUMA/IbHOM YPOBHE - OCOGEHHO A/1s1 TEMHBIX, NYCTbIX U
NAOTHBLIX BOMOC (Mcnosnb3yinte EMLA ecnn He06X0AMMO).

Kak TonbKo Tepanua Bbl6paHHOF0 ydyaCTKka 3aKOH4Y€EeHa, Jlasep A0J/DKEeH ObITb nepexkuyYeH Ha Pexum
OXKVIAHUS.

6.4.8. [llocneonepaunoHHasa Tepanus

Cpasy xe nocsie 3aBepLUeHNs Na3epHOro U3lydeHus, Koxa A0/KHA ObiTb OXNaxaeHa Ha
NPOAO/IHKMUTENBHbLIV NEPMOA, 0COBEHHO A1 TEMHbIX BO/IOC M TEMHOW KOXW. HenpepbiBHOE oxnaxaeHne
MOXET 3HAUNTE/IbHO YMEHbLUNTL NO60YHbIE 3dddhekTbl! 3TO MOXET nerko 6biTb caenaHo ¢ CoolPacks.

|_|p0TI/IBOBOCI'IaJ'II/ITefIbHyIO Ma3b MOXXHO MPUMMEHATb Nocne A0CTaTO4YHOIo OXNaXXKaAeHNA KOXW. Bcnyqae

nepefo3npoBKM Ha3HAYAETCA MECTHbI aHTMOMOTUK, KOHTPOMb Haj, XOAOM BOCCTaHOB/IEHUSI
Heobxoanm.

MNpepocTtepexeHue

Ecrm paccmanleaeMbu‘/'l y4acCTOK nogsepraeTca BO3,EI,€I7ICTBI/IPO npAMbIX COJTHEYHbIX nyqeﬁ nocne Toro,
KaK npowio nevyeHne, Mmoryt pasButbCA 6onee cunbHble NO6OYHLIE SQ)CpeKTbI, B 4YaCTHOCTW,

nMMrmeHTaynoHHble N3SMEHEHNA. |_|03TOMy, HYXHO n3beratb Takoro n3nyyeHna OoKoJ10 6 Hepgenb, wm
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MCMO/b30BaTh COJMTHLE3ALMTHbLIA KPEM € (DakTopoM 3awmThl He Hxe 20. Takke HYXHO n3bexatb
MOSIB/IEHUST paH Ha BbIGPAHHOM Y4acTKe.

O LWenyLweHnst MOXHO M36aBUTLCS C MOMOLLBI0 I0CbOHA. [MaumMeHTam BaXHO COOGLLUTL, YTO 0 ABYX
[Heli nocne neyeHns OTKPbITbIE BOSIOCSHLIE (DOIMKY/BI MOTYT COAEPXATb XUAKOCTh B TKaHsX. ECTb
BO3MOXHOCTb YZa/ieHNsl KOPKM 06bIYHBIM MbITEEM C UCMO/Ib30BAHWUEM SIOCLOHOB [/151 KOXM.

6.4.9. Tlocnepnywowue npoueaypsbl

Peluenve o ,D.aﬂbHeVILUGM npoao/HKEeHNN nevyeHnAa OCHOBbIBaAeTCA Ha MH,qmsm,qyaanoM peakunn

naumeHTa 1 ero/ee NIMUHbIX MHTEpecax, U Ans JaHHON! Lenn Ao/mkHA 6biTb BbiGpaHa onpeaeneHHas
N/IOTHOCTb 3HEPruu.

MauneHTam HEO6X0ANMO COOBLWMTL, YTO B HEKOTOpPbIX C/lydasX - 0COBEHHO npun rycrbix BoJiocax -
Tpe6yeTcs=| ABe Hene/n Ha BOCCTaHOB/1eHME BOJIOC.

Ecrm nnotHoCTb JHEeprn ngeasibHoO nogxogwuia Ha I'IOCI'IE,EI,HGVI ceccun, To ee MOXHO MOCTENneHHO
yBenmmunBaThb nNpu nocsieayrvowem nevdeHnn. Takoe yBeJIn4yeHne Takxxe pekomeHayetcsd, notomy 4to
BOJIOCbl CTAHOBAATCS BCE MEHEE M MEHee NNOTHbIMU 1 6osiee TOHKMMUK. W3 3Toro cnenyert, 4to bonee
BbICOKas M/IOTHOCTb 3HEPINK OaXe Tpe6yeTcr-| N 06bIYHO XOpOoLwo noaxoaunT.

Uncno NoBTOPEHUI NTeYeHUs1 3aBUCUT OT HECKOJIbKMX (hakTOPOB:

*  [EeHeTUYecKuii cocTosiHne

*  TOPMOHa/IbHLINA cTaTyc

06nacTb Ha Tene, KOTopyt ByayT paccMmaTpusath (Pas/IMUHbIA BOMOCAHONM NOKPOB B diase
aHareH, cM. Bbigepxka u3 ctona Puyapaca-Mexxapra),

i BO1OCbI 1 TUM KOXXW

pe3ynbTart, XesaeMblii NaLMeHToM (4acTo NoaXoAnT COXPaHeHe TOHKMX BOJTOCKOB),

i MHTEepBas1 MexXxay nevyeHnem.

UT06bl 4OCTUTHYTb YOB/IETBOPUTE/LHOIO pe3ysnbTaTta, B CPeAHEM, HEOGXOANMO YETLIPE - CEMb KYPCOB

nedeHusi. CneuyansHo A4na obnactu 60poabl U ANs N0Aei ¢ 0YeHb CUbHBIM POCTOM BOJIOC YNCO
TpebyeMbIX CECCUIN eLLe BbILLE.

To e camoe NoAX0AUT U /1 MYXYMH C BOSIOCAMMW HA CMIMHE WK TPYAM, KOTOPbIE TOMIbKO HEAABHO
BbIpOC/W. Iocne 3TOr0, YacTo KAXKETCS, YTO /la3epHasi Tepanus He UMEET HUKaKoro acipekTa, Ho 6e3

NleYeHmnst pocT Bosioc Gbil 6bl Gosiee cUMbHbIM. B 3TOM ciyyae nosie3Ho CnpocuTh NauueHTa o pocTe
BOJIOC Y OTLA WM ASAM B 3TOM BO3pacTe.

VHTepBasibl MexXay CecCUsIMU He A0/DKHbI ObITb C/IMLLKOM KOPOTKUMU (4-6 Hefenb; B c/iyvae, ecnm pocT
BOJIOC HE BOCCTAHOBWJICS BPEMEHHOW MHTEPBa/I, MOXET ObITb 1 60M€ee AMHHBIM), YTOObI MO3BO/INTL Kak
MOXXHO 60/1bLUEMY KOSIMYECTBY BOJIOC M3MEHSITLCH M3 COCTOSAHMSA MOKOSA dasbl aHareH.

B uesiom, nHTepean gas NpoBefeHns nevyeHns obnactm 6opoabl [O/HKEH ObITb KOpoye

(Npn6nM3nTENLHO 4 Hedenv) 1 4ns Tepanun apyrux obnacreii gonblie (NPUGAN3UTENBHO 6 Hefenb).

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



Kak 06bscHeHO B rnaee 6.4,2. O6bIYHO, MHTEepBas1 yBe/IM4YMBaAETCA NOC/IE HECKOJ/IbKNX Ceccuid, NOTOMY 4TO
POCT BOJIOC 3amMeNideTCA.

OfHako, ecnm yCTONUMBBI/ POCT HAuaUICs cpasy Mocsie Na3epHoii Tepanui XenaTesibHo NOBTOPUTb
NeyeHne B KOPOTKNIA BPeMEHHBbI MHTepBasl, NOTOMY YTO OYeHb MHOMO BOJIOC HAXOAMTCS B (hasze aHareH
11 MOKa3bIBAET XOPOLLYIO PEaKLMI0 Ha leUYeHNe.

[ns naymeHToB ¢ HOpMasibHbIM POCTOM BOJIOC, AOCTUTHYTbIA pe3ysibTaT MOXET 6biTb CTAbU/IbHLIM B
TeYeHne HEeCKO/IbKUX NET. N8 NauneHTOB C FTEHETUYECKN Bbi3BaHHbIM CUJIbHbIM POCTOM BOJIOC,
TUNUYHBIM A5 JTIOAEN OXKHBIX CTPaH, OXUAAeMo, YTO NocneayLlee nevyeHme Heobxoammo byget
MOBTOPSATb KaXAblli rof, HO C HU3KMM YNC/IOM CECCUIA.

6.4.10. Oxnpgaemblii cNocob neyeHnsa ANs yaaseHus Bosioc

Tun LiBeT BONOC MnoTHOCTHL YacTb Tena Pa3mep naTHa Konnuectso 3()pexkTnBHOCIHL (%
KOXW (Ox/cm’} n YacrtoTa nosTopatLerocs 0CTaHOBKMW pocTa
Mmnynbca neueH| « Bosoc/yfganeHuns)
(- CBeTNbIli WaTeH 33-44 roneHsb, 8-14mm 4-7 % Bo306HOBNEHUS
- waTeH BepxHee 2*60 mMcek pocTa BonoC
KOJIEHO V- 67% Ha 8MM

54% Ha 12 Mm
55% Ha 14mMm

B.'toHaun, 44 FoneHsb, 8 Mm 1-3 % B0O306HOBNEHUSA
EWateH - BepxHee pocTa BONOC
BptoHeT KONeHO 11% + 9% uyepHble
BOJ10CHI
L 26% +22%

KOpPUYHEBble BOJOCHI
31% + 28% 6N0OHAMH

1 Il-iv CseTno- 35 BepxHasn 12 mm 4-7 49% yMeHb[yeHuns
KOpPUYHCNbINA- ryba 2*45 Mcek BONOC
YepHbl it
CBeTnbliA 25-35 Jinyo, 12 mm 4-7 70 % ypaneHusa
TEMHO- nogMbILIKa, 50mMcek BOJIOC
KOPUYHEBDIN 06 1.
6UKNHN
1V-V! remMHo- 10-36 Mnetopa 12 Mm 4-7 % YyMeHbLUIEeHUA
WPUYHEBBI - BCeX BOJIOC
YepHblid macTei 26% nocne 1
Tena TepafiHH
47% riocne 2
Tepanui
64% nocne 3
1 ( Tepanwuii

MNHanBMAyanbHblil pesynbTaT 3aBUCUT OT TUMa BOJOC, a Takke GMONOrnyecknx pakTopoB, KOTOpble MOTYT 3aTPOHYTb 06pasLibl pocTa BOSIOC.
HekoTopble NauMeHTbl MOTYT pearupoBaTh 6bicTpee WM MeasleHHee, YeM CPefHee YUCO NIeYeHU.

Henb3s oxuaath JONTOCPOYHbIA pe3ynbTar OT O4MHAPHOTO UAKN faxe ABOHOro Kkypca neveHus. MNpofonxXuTenbHOCTb nepnoga nokos /yls
BOJIOCAHBIX (PONNNKYIOB TaKXe 3aBUCUT OT 061aamn Tena.

CCbUKM:

W. Baumler, PhD; K Scherer, MD; C. Abels, MD; S Neff, MD; M. Landthaler, MD and R.-M. Szeimies, MD.The Bfect

of Different Spot Sizes on the Efficacy of Hair Removal Using a Long Pulsed Diode Laser.DermatotogSurg 2002; 28:
118121

E J Fiskerstrand, MD, PhD; LO. Svaasand, PhD; J.S Nelson, MD, PhD. Hair Removal with Long Pulsed Diode Lasers,

A Comparison Between Two Systems With Different Pulse Structures. Lasers in Surgery and Medicine 32 309404
(2003)
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N5. Sadick, MD, FACP, FAACS; V.G. Prieto, MD, PhD.The Use of a New Diode Laser for Hair Removal. DermatolSurg
200.T; 29; 30-34

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

6.5. JleyeHue cocynoB

MeHbLUee NATHO, YCTAHOB/IEHHOE A1 COCYA0B (AONONHUTENBHBIA annvukaTop), UCNONbL3yeTcs Ans
nas3epHoii Tepannn TeneaHrmakTasui.

NasepHas Tepanns NOBEPXHOCTHbIX PacCLUMPEHHbIX COCYA0B, 0COOEHHO Ha MLe, a TakkKe 1 Ha ApYyrunx
obnacTsAx Tena, BbINOHAETCA OYEHb YCMeLwHo yxxe 6onblie 20 neT - 0COH6EHHO MPU NOMOLLM STa3epHbIX
YCTPOICTB, KOTOPbIE M3/TyHatoT CBET B XE/TbIX U 3eM1eHbIX AnanasoHax (aproH, kpacka, KTPu megHble
nasepbl 6pomunaa).

BWjie
3TV nasepbl OYEHb XOPOLLIO NOAXOAAT AN KOAryasauum o4eHb MasieHbKUX COCYA0B, MOTOMY UTO UX A/IMHA
BOJIHbI XOPOLUO MOr/0WwaeT KpoBb, HO O4Y€Hb €/1abo BOAONM M3 KOXWU BOKPYT (CNATKpuBas abcopbummn).
MeTog oTbopHOro hotoTepmMonusa rapaHtTupyeT achhekTMBHOE NopaxeHne KPOBEHOCHOro cocya u

O4HOBPEMEHHYIO 3alUNTy KOXW. Fny6|/|Ha NMPOHUKHOBEHUA aToi nasepHoro n3nyyeHna aoctartodHa and
O4YeHb MaJ/1IEHbKMX COCyaA0B

M3-3a 6onee ry6oKoro NPOHWKHOBEHUSI N1A3EPHOr0 CBETA, A/IMHA BOJIHbI HAXOAMUTCS B MH(PpaKpacHoOM
AvanasoHe - Kak y AMoAHOro nasepa, EpiLab - nydwe nogxoauT oS COCyAoB € 60/bLUINM AVAMETPOM,
HanpumMep A/1 BEH Ha HOrax, KoTopble 06bIYHO GOJbLUE Y PacnoIOXKEHbI Ty6Xe Nof NOBEPXHOCTHIO

KOXMW, W 4719 remaHrnombl. bonee HM3Koe BOAHOE MOr/oLeHWe No cpaBHeHMIo ¢ 1azepoM Nd;YAG (1064
HM) 6051€e NONEe3HO, Tak Kak pa3BUBAETCA MEHbLUE NO6OYHbIX 3PhEKTOB.

HenaBHWE OTUYETHI ONUCLIBAKOT YCMELHYH 06paboTKy TEMHO-KpaCHbIX NATEH NPY NOMOLLM Nasepa B
061acT MHbpakpacHOro guanasoHa, KOTOpbIA Npexae No3UTMBHO He pearnpoBasl Ha JIeYeHUn
Na3epom B 3e/IeHbIX U XeNTbiX gnanaszoHax. OTHOCUTENBHO 60/bLLOR anameTp naTHa (KOTOPbIl
BO3MOXEH M3-3a 60/1bLLIOI MOLWHOCTM ycTpoicTBa EpilLab) urpaet 34ech Takke BaXKHYH pofib:
3hhEKTUBHOCTb MPOHMKHOBEHMWSA N1a3EPHOM0 U3/Ty4eHMsT TEM Bblle, YeM 60/IbLUE NSTHO.

TeneaHrnakTasnsl BEHbl Ha HOTE - BCE eLle YacTo BCTpeyaeMas kKocmeTndeckas npobnema. 31oT MeTos
CTaHOBUTCS 6oJlee NpPesnoUTUTENbHbIM. SQEKTUBHOCTb ITOM TEepanun A0KA3bIBAETCA B TEUEHNE MHOTUX
Jecsatunetuii. OaHako 6O/bLLIOE KOMMYECTBO NaLMEHTOB NPeANoUYUTA0T JTA3ePHYH0 Tepanuio.

O6bIYHO NokasaTesb YCNEeLwHoCTH na3epH017| Tepannn BEH Ha HOrax HMxe, 4em, Hanpumep, pacumpeHune
COCyAoB Ha nuue, NOTOMY 4YTO OHU UCNbLITbIBAKOT rnapoctatnyeckoe aaBneHne U 3HavynTesibHO

BapbMPYKOTCA NO AMaMeTpy M KMCNOPOAHONM HacbiWeHHOCTH. NokasaTtesib yCneLwwHOCTH, KOTOPbIA MOXeT
ObITb JOCTUTHYT, COCTaB/IAET NPUGNN3NTENBHO 70%.

MornoLeHre nasepHoOro ceeta MefaHMHOM Y TEMHOKOXMX MauveHTOB MeHblUe, A8 A/IVHbI BOSHbI
EpiLab, yem ona nasepos, paboTaroLux B 3e/1€HO-XENTOM AnanasoHe (CM. kpuBas abcopbuun). YUTobsl

MWHUMN3NPOBATb HeEXenaTesibHble no6oyHblE SCbtbeKTbl, HeO6XO,EI,I/IMO AoCcTaTto4yHoe oxX/iaxXgeHne
KOXXHOI'0O NOKpOBa BO BPeEMA Tepanunun.
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npy Npo6HOI Tepanun NPUMEHSIIOT 2-3 UMMY/bCA; N1a3epHblii HAKOHEYHUK NepeaBUratoT /s
OX/TKAEHNS KOXM. [oC/e Yero Npon3BoAMTCS OLEHKA BO3AEWCTBYS.

Ecrm cocy ucues (Hanbosiee TUNMYHO A5 COCYA0B MEHbLUEro pasmepa) Uim cTaHoBuTCs Gonee

TEMHbIM (Ham6or|ee TUMNYHO OS14 60NbLUNX COC)/,EI.OB), 6y,CI,8T COXpaHeHa MJIOTHOCTb 3HEPrnn 1, NATHO 3a
NATHOM 6y,CI,8T nepemewarbCca BA0J/1b Cocyaa.

Heo6xo4MMo HEMEANIEHHO MCMNO/Ib30BaTh OX/TaXAAl0WMiA LWyn cpady noc/e Na3epHoi Tepanun, YToobI
OX/1a[INTb YHaCTOK B TEYEHNE HECKOJIbKMX CEKYHA,

Ecnm peakums He HabnogaeTcs, HYXXHO MOAOXAATb HECKOMbKO MUHYT, YTOObI YBUAETL, Pa3BUBaETCS v
peakuus BocnasieHus. BaTo BpeMs Takke BO3MOXHO NPOBEPUTb APYroi pasMep cocyaa npuv Toi xe
camoli npouegaype.

Uem 60sbLue cocyq, TeM HMXe NNOTHOCTb aHeprnn.

Ecnv nocne oxugaHua peakums He 3ameTHa, HOBYHO (!) 30HYy ons ucnbiTaHn| Heo6xo4Mmo CHoBa
npeasapuTesibHO OXNaAuUTb NPY NOMOLLM OX/TaXAaloLWwero wwyna, 1 3aTeM nogseprHyTs o6paboTke
nasepom crnocobom YaCcTUHYHOTO HasTOXEHUSA UK 06paboTaTb Ty Xe camylo, 06/1acTv ABaxabl, npexaie

YeM NJIOTHOCTb 3HEPTUM ByaeT yBenmueHa. Puck no6ouHbIX 3dDHEKTOB MEHBLUE B C/lyYae NepekpbIBaHus,
YeM O/181 C/IMLLIKOM BbICOKOW M/IOTHOCTU 3Heprnu!

BaxHO, UTO06bI 30HbI A/151 UCTIbITAHMS BblIM MOCTOX/TAXKAEHbI CHOBA M CHOBA OX/TaXAAOLLM LLYTOM,

Mocne nevenns nasep JO/HKEH ObITb NepeknyveH Ha Pexxum OXXUOAHNA.

|_|pl/l I'IpO6HOM Ne4eHUn TakKke BO3MOXHO OUEHUTb PUCK NBMEHEHUA NMUTMEeHTaUNn, 3aXXNBNEHNA N PUCK
nocneanywwnx N3MEHEHMWIA.

Kp0|v|e TOro, nayneHT MOoXeT NnoslydynTb npegcraB/ieHne 0 TOM, Kak 6yp,yT NnevynTb ero noBpexaeHune.

6.5,6. Tlpouenypa neyeHuns

ANNAVKaTop C MHTErPUPOBAHHLIM OX/TaXAEHMEM KOXW MOMELLEH HA KOXY Tak, UTo6bl Ta 06/1acTb,
KOTOpYIO CHavasia 6yayT obpabatbiBath (YXe npefsapuTesibHO ox/axaeHa npy noMoLmn nNpoxnagHbIX
nakeToB), Oblna CHOBa OXNaxaeHa MeTasimyeckum wynoM. O6paboTka o4YeHb fierka, NOTOMYy UTO
cUcCTEMa OXNaXKAEHMSA KOXW afganTmpoBaHa K nasepy annsvkartopa.

MepBas 061acTb, KOTOPY GYAyT paccMaTpuBaTh, NPeABapUTENIbHO OXIAXKAAETCS B TEUEHNE HECKO/BKUX
CEKYH/1 NP1 NOMOLLM OXNAXAA0LLMX NaKeToB. 3aTeM NepBblii cocys NpeaBapuTelbHO OXNaXAaT
OX/TXAALWMUM LLYNOM, Kak OMNUCaHo BhblLLE.

MepBasi 0611acTb NoABepraeTcs paboTe fasepa ¢ napaMeTpaMu, onpegesieHHbIMY BO BPEMS TecTa
(BO3MOXHO OTNMYAIOLMMUCS /15 PA3/IMYHBIX COCYA0B), M 3aTEM MCC/Ie0BaHNE MUCMOMb3yeTca Ans
NOCTOX/TaXAEHNA paccMaTpyBaemMoro cocyaa. Ecm ofgHy 06/1acTe pacCMOTPENN MNMOSHOCTLIO,

OXNIAXAAloLWMiIA NakeT NpUMEHsIeTCs A1 MOCNeAyoLLero oxaaxaeHns. Cnegyollyto 06n1acTb
paccMaTpuBaloT TakuM e 06pasom.

Heo6xoanmMo y6eanTbesl, UTO LLyN BCErAa COXPaHSETCS B KOHTAKTE C KOXel (6e3 AaB/ieHus) 1 uto
annavkaTop BCErja ABUraeTcs 3a OX/1XAAI0LMM LLYMNOM.
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Mocne neveHns nasep [0/HKEH 6bITb NepekntoveH B Pexxum OXXNOAHUA.
Bca paccmaTprBaemast 06/1aCTb HEMPEPBLIBHO OX/I0KAAETCA B TEUEHUe, Mo KpaiHein mepe 10 MUHYT.

M3-3a nocnenoBaTenibHOr0 OX/1aXAeHUs 3Ta npouenypa NpuBoAUT K YMEHbLUEHHOMY OLLyLLIEHN0 60/m
N K YMEHbLUEHNIO MO60YHbIX 30PEKTOB.

6.5.7. TllocneonepaunoHHasa Tepanus

Mocne 4OCTaTOUHOrO OX/TAXKAEHUS KOXW, NMPMMEHUTE NPOTUBOBOCMASINTENBHYIO Ma3b, KOTOPYI MOXHO
CMbIBaTb HE paHblle, YeM Ha criedyownii aeHb.

B cnyyae nepeno3vpoBKM, HEO6XOAMMO NPUHSATL ONpPeAesieHHble aHTUBMOTVKA 1 HEOBXOAUMO
BHMMATE/IbHO C/IeAMTb 3a NPOLECCOM BOCCTAHOB/IEHVSI.

6.5.8. ConyTtcTByHoLLEe fleyeHne f

Ecmm cocyabl He ncyesnu NosIHOCTLI0, HaJaBuTe nasblem BAO0/b COCyAa-L/IpoBepbTe, OT/IMBAETCA /1
KPpOBb WM HEBO3MOXHO OLEHUTb pe3ysibTar.

B 3aBucnmocTun ot pe3ynbTarta nevyeHud, OT,CI,eﬂbHOVI peakunnm KoXXm n nHTepecoB nauneHTa,
,qaaneVlmee NleyeHne MOXeT ObITb HAMEeUYeHO C 60/1ee BbICOKOI M/IOTHOCTbIO aHeprun .

WHTepBa Mexay CECCUsIMU He [O/IKEH ObITh KOpoUe, Yem 12 Heflenb. V3BECTHO, UTO cOCyabl MOTyT
NCYE3HYTb [aXe Yepe3 HECKOJIbKO MecsiLeB. [lo 3TOro BpEMEHM HEKOTOPbIE COCYAbl MOryT GbITh 6osiee
TEMHbIMMW, YEM [0 3TOrO (3@ CUET CBEPTLIBAHMS KPOBYM). MaumMeHTaM HY)XXHO cO06LUTL 06 3THX ChakTax.

Bosblue yem Tpu neyveHns He NOMe3HOo A5 BEH Ha Horax. Kak ynomsiHyTO Bbllle, MOXeT ObITb JAOCTUTHYT
nokasaresib ycrnewHoctn 70%.

6.5.9. Oxupgaemblii pesynbTar neyeHus

YyeHune MeToabl Pesynbtar

B. LlenkoneHko, C. XaycTos, A. Liens; nonHoe ucuenexuve - 75% (79
Bypos 30heKTMBHOCTL OTOOPHOIA nauueHToB).
"Haw onbIT B NasepHoii nasepHoi koarynauyum y CYLLLECTBEHHOE Y/TyYLLEHME -
Koarynsuum cocygos" naumeHToB C CUHAMW BEHaMU 20% (21 nauueHT).
KnunHuka nnactmkoBoli un (8o 3 mMm) YyMepEeHHoe yryulleHune - 4% (4
3CTETUYECKON X1pyprum MapameTp; nauueHTa), HesHaunTebHoe
"VIRTUS" MeDioStar (Asclepion, ynyuuieHne - 1% (1 naupieHT).
Opecca, YkpanHa Fepmanus), avelength 810 Hm,
(nepeBof C pyCCKOro s3bxa) onpefensT pasmMep 6 Mm,

fluence 80-160 J/cm2

MayyneHTsl;

106 nayMeHToB C CUHUMN
cocygamu 3 MM AuameTpom
MauneHTbl Nnepuoga npoLusnbix 6
MecsaueB
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BonvHa 1O, KoHpag X, Wmuar
B, Haroske ¢, AcTadpeBa ner,
®accnepl. Peakuus
NnayTUHHbIX BEH Ha HOrax Ha
Ny NbCUPYIOLWNIA ANOLHbIT
nasep (810 HM): KMHUYECKOoe,
rmcrosiornyeckoe u

nccnenoBaHme CNekTpockKonmn.

JCosmet nasepHbliin Ther 2003;
5:154-62

6.6.Tepanua akHe

35 naumeHToB € nayTUHHbLIMU
BEHaMW Ha Horax, 2 Tepanunm
AVNOAHbIN nasep Ha 810 HM, Ha
NPoOTAXeHUn 2 Hefesb
12-MnNNMMeTpPOBbLI pasmep
nAatHa, 60 nmnynscos Mc, 80-
100 Ox/cm ~fluence

Buoncua koxu
CnekTpockonus

lNonHoe ounweHwne nocne 1-ro
neyenusa ot 15 go 35
nauneHTtos, 20-35
3amMedaTtesibHbIX YNy4LleHui;
cTabunbHas cutyauus nocne 6-
MecsiLeB,

Y 2 nauneHToB 6bI10
YMEPEHHOE LiapanaHue.
00/1blIe HUKaKNX NOBOYHBIX

3adhpekToB.

OO6bIKHOBEHHbIE yrpu AsnAar0TCA OAHUM N3 CaMbIX HaCTbIX 3abonesaHuit, nevawmxca

Aepmartosiormn4eCknmMm cnocobamu. 'naBHbIM 06pa30M, e4yeHne 3aHnMMmaeT MHOIro BpemMeHn n 4aCTn4Ho
CBS13aHO CO 3HAUYUTENbHbIMM MOGOUYHBIMY 3q3q3€KTaMVI. Ot Hero CTpagdaeTt 60/bLINHCTBO MOJ104bIX

naunmeHToB.

*

B 60/bLUNHCTBE cny4yaes 3TO - 60/1e3Hb BOJIOCSHbIX CbO]'U'II/IKy]'I, KOTOpPble B OCHOBHOM pacnosioXeHbl Ha
niude, Ha CnuHe N Ha rpyaun. Ha nepBbIX CTaanAax 06pa3yr0Tc;| HeBOoCnaJieHHbIE YIpn, HO Ha 6onee
no3gHNX CTaanAax MOXeET BO3HNKaTb 60/bLLOE KOMMYECTBO 06pa303aH|/||7| , TAKNX Kak narny’sbl, Npbiin 1

YN/TI0THEHNA. O6blYHbIE yrpn mnnam '06bIYHbIE I'IprLLI,I/I' BbI3BaHbl YBE/INYEHHbLIM B/INAHNEM aHAPOreHa B
nepuopg MoJ1I0BOIA 3PENOCTN N Ncye3arT A0 HaYda/la TPETbero XN3HeHHOIro AecCATUNeTUsA.

WHdppakpacHoe n3nyyeHue ycTpoliaBa EpiLab npoHukaeT - kak He06XoAMMO A1 YAA/IEHUS BOJIOC -

[OCTaTOYHO NYy6OKO B KOXY, YTO6bI OCTUTHYTb BOJIOCSIHbIX DOSIMKYI.

JleyeHne, aTakke NpoTUBONOKa3aHusl, NO60YHbIE adochekTbl 1 NeuebHan npoueaypa UAEHTUYHBI Kak U1
[ANst aNUASUUK (CM. COOTBETCTBYIOLLME [/1aBbl).

Ho, 8 oTnnumne ot anunauuun, nedeHme akHe coctout uns 3-4 npoxoaos B I'IpFlMOI7I nocnenoBaresibHOCTH,

rnocsie Yero siyylle HenpepbIBHO OX/1aAnTb KOXY C OX/lakaaroLein Mackoli. V3-3a BocnasieHust neveHne
6yaeT 6051e3HeHHbIM. TpebyeTcst 3-5 MoAx0A0B B MHTEPBa/IE OAHOWN Heaenu.

MHBepCHbIe yrpu conposoxgaeTca BTOPUYHbIM BOCNa/INTE/IbHbIM NPOLECCOM B alOKPUHOBbLIX MOTOBbIX
Xene3ax C BOBHMKHOBEHNEM U BCKPbITUEM NMOAKOXHbIX I/IHCbI/II'IpraTOB. My)K'-II/IHbI N XEeHLL,NHbI

CTpafatoT OT 3TOr0 OAMHAKOBO. JTa 60/1e3Hb YaCTO HAYMHAETCS BO BPEMSI MOJI0OBOI 3peIoCTH, HO MOXET
TaKke NosiBUTLCS B NII0GOE Apyroe Bpems.

Hanbonee nogBepPXEeHHbIE 3aboneBaHnio 06n1acTu - nogmbilieYyHble BnagnHbl 1 no6koBas 061acTb, U
pacnpocTpaHeHne K arogunuam. CnuHa n X1BOT MEHee 4acTo 3aTparnBardTcAa 1 CoBCeM penko 30HblI,
TUNWYHbIE ONA aKHE KaK, HanpumMmep, nnuo.

Ha 3aTpoHyTLIX 06/1aCTSIX CHaYala PasBrBAOTCA YNIOTHEHUS], QUYary BOCNA/IEHUS 1, B Xo4e 60/1e3HM, OHU
MOryT BO3BpALLATbCs Y MOXET NPOXOAUTL C/ISIHWE 3TX (DOPMUPOBAHWIA, NOJO6GHO KapbyHKynam.
YacTto, BO3MOXHO NOSIB/IEHVE N/IOCKMX MIACTUH LIPAMOB C TO/ILMHOW B CAHTUMETP. Y HUX €CTb

KO)KHbIe/I'IO,EI,KO)KHbIe cBuLn, KOTOpPbIE MOryT ObITb yAa/1eHbl TOJ/IbKO C MNOMOLL b onepaunin.
HanmeeHme ana naudneHta He TOJIbKO BbI3BaHO BOCNa/INTE/IbHbIMU 6015IMK, HO " orpaHn4YeHnAaAMun
ABMXEHNA N3-3a (bOpMI/IpOBaHI/IFl wpama, aTakke U NOBTOPHbIMN 3/TOBOHHbLIMA I/IHCpeKLI,I/IFIMI/I.
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[ns 6onee CNoXHbIX crly4aeB 60M1€3HN MOXET GbITb JOCTUTHYTO CYLLECTBEHHOE Y/yULIEHNE MaLWEHTOB.
30ech, He TPebyTCsl OCHOBHbIE paAuKasibHble onepauun ¢ ocBelleHem gedekta 1 BMeCTo 3TOro,
Heo6X0AUMbI e AUHNYHbIE MUHUMAasbHbIE onepauumn Ass Toro, YTobbl 60/1€3Hb MOrna 6biTh /yulle

nepeHeceHa nayneHTamu.

Oxungaemblii achdekT OT neyeHns

YyeHue

Shah GK. 3dpheKkTMBHOCTb
ANoAHOro nasepa 4n1s neveHus
npbiwei keloi-dalisnuchae.
VHauickunii J
DermatolVenereolLeprol 2005;
71:31-4

Maccoc Mepeiipa K.
Minimaleingriffer-setztradikale
Onepauunsa. Dermaforum 2003;
Homep 9, S 22

6.7. OMOJ/IOXEHNE KOXMU

MeTtogapl

2 naumeHTa c npbiwamu keloi-
dalisnuchae

[AvnogHblin nazep Ha 810 HM
100 gsivHa mmnyssbca mMc
23-26 [xx/cMm "~ nNnoTHOCTb
notoka

20 nauuneHTOB 60Nee vem 3a 3
roga.

DMUNsaumUs Kak aHasor fieveHns
MuHUManbHble NOBOYHbIE

" adhcpekThl

Pesynbtar

Y nauneHToB 6b110
npuénn3ntesibHo 90%-e
oyuLLEHNE CNYCTA OAWNH MeCHL,
nocrsie 4-ro sieyeHus. Manynbl
YMEHbLUUNCH B Yuce n
yMeHbLIUNANCL B pasmepe. Nocne
6 mecAueB He NoABUIUCH
HUKaKne HOBble NMOBPeXAEeHUS.
Hukak!™ no6oyHble aghthekTbl.

Perpecc HoBOro socnasieHns B
TEeYeHNe HECKOJIbKUX AHEW,
oracHoro BocnasieHns vepes 6
Hefenb

O6bIYHO TEPMVH OMOJIOXKEHME KOXM MOHSATO PacLUM(POBbIBATh, KaK yyyLIEHNEe CTPYKTYPbl KOXW
(noaTsXKa, COKpalleHUe pasmepa nop), OYULLEHUE OT NUIMEHTALMIA 1 COKpaLleHNEe MaseHbKUX

MOPLLMH TaK, YTo6bl 6b1/10 JOCTUTHYTO MOSIHOLEHHOE OMOJIOXKEHUE.

Takke 3[eCb, SleueHne, NPOTNBONOKa3aHus, NoGOUHbIE 3AhheKThl U NeyebHas npouenypa nofo6Hs.I
npoueaypam anunaumu. (Cm. COOTBETCTBYIOLLME [/1aBbl.)

JO/mKHO ObITb BbINO/THEHO TpU nevyeHna B nHTepBasiax 4 Hepenb.

Ho B OT/IMuUMe OT aNUAALMK, NIeYeHNe COCTOUT U3 3 NMOAXOA0B B NPSIMOIA NOC/eA0BaTE/IbHOCTM, U 3aTEM
Nydlle HEMPEPbIBHO OXMaX4aTh KOXY € Ox/axaarolweli Mackoin. TpebyeTcst 3 neyeHusi B MecsiL,

Ecrm, ogHako, BO3PACTHBIE MATHA fo/mKHbI 6bITb OCBET/IEHBI (AMArHo3 [O/HKEH ObiTb abCOMOTHO

HaOeXHbIM, YTOObI UCKIHOUNTbL 3/T0KAYECTBEHHbIE U npepagsnokavyecTBeHHbIe I'IOBpe)K,EI,eHI/IFl!) MaUieHbKNIA

pasMep nAaATHa Ha pacCToAHUN I'Ipl/|6ﬂVI3I/ITe}'IbHO 1 MM OT KOXW [OJIKEH MCNOMb30BaTbCA AN NIeYEHS.

lMocne neyeHns NEHTUIO CTaHOBUTCA 6osiee TEMHbIM! YJ0CTOBEPLTECH, YTO COOBLLMAN CBOVM

naumeHTam 06 aTom.

Nekumsn, paHHaa Coto Makkoii, lokTopom mMeguumHbl 0 CoBMecTHoW JlazepHoii KoHdepeHunn B

3anHbypre, 2004

MepeBos C aHIINIACKOTO A3bIKA:

O6paboTka gruogHbIM nasepom B 808 HM

s. Makkon; Laser, Skin&VeinClinic, HopT-Agenanga, OxHaa Asctpanms

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



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




BobiBop,

[nopHbii nasep ¢ BbinyckoM 25 - 50 50 xx/cm ' B 808 HM CNOCOGEH K CTUMYJ/IMPOBAHNIO
OrPaHUYEHHOr0 M LLEHTPasIbHOT0 HEKPO3a COMMHEUYHOrO NIEHTUIO B KOXe npeafnsiedbs Y 6ebiX XeHLLMH C
YyA0BNETBOPUTENbHBIMU K/TMHMYECKUMU pe3yfibTatamu. JleyeHne focTatouyHo ObICTpoe 1 0406peHHoe.

PesynbtaTthl 60/1blLIe 3aBMCAT OT uBeTa /IeHTUro, Yem OT MJIOTHOCTM MOTOKa nasepa. MHeHue

nosb30oBartesid 1 ONnbIT BaXHbl A4 MOJ/IyYHEHNN XOPOLWINX pe3ybTaroB.

Oxupaemblit pe3ynbTar /ieuyeHns

YueHue

Kilmer S Chotzen VA,
MakknapeH M. Ncnonb3oBaHue
nerkoii-SheerTM gnopgHoii
CUCTEMbI Nnasepa 415 feyeHns
N3N1EYNMbIX MUTMEHTUPOBAHHbIX
nospexgeHuin. ©2000
noteymem-menisinc.

[JokTop [aii, goktop Naii
"KnnHnyeckas oueHka
OMOJIOXEHMS Ha KNTaCKo
Koxe ¢ MeDioStar"

Taii63in, TaliBaHb
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MeTogapb!

24 naumeHTa c 69
NMUrMeHTUPOBAHHbLIMMU
NnoBpexaeHUAMN, Tun Koxmn -1V,
AvogHeii nasep Ha 800 HM, 9x9
MM onpeaensaT pasmep

15-30 onuH nynsca Mc,
(yaBavBaloT nysbe),

30-40 Ox/cm ~luence B Havane
(no3xe o 60 Ox/cm

Lenb:

OueHka atppekta Me-DioStar
Nle4yeHnst OMOJIOKEHUSA KOXU Ha
KATACKON KoXe

MapameTp:

MeDioStarmiXT, nHa BOJHbI
12 mm pa3mepa natHa 810/ 940
HM, Fluence 30-40J/cm »
MpofomKuTeNbLHOCTL Nynbca
300 - 400 mc

3 npoxoga, 1 neveHuve

OueHka:

O6BbEKTUBHOE N3MEHEHNE KOXM
6 nayneHToB:

Pa3mep nop, MOpLUKHBI,
CTPYKTYpa, KOPUUYHEBbIE NATHA,
cneunanbHasa Kamepa

Pe3ynbtar

y 26% nauneHToB >75%-e
ynydwieHue nocne 1-ro neveHus,
67>had>50%-e ynyuLieHue,
Cnycta oguH mecsdL, nocne 2-ro
neyenus 57% nauneHTtoB >75%-e
ynydweHune, y 32% >50%-e
ynyd/leHue,

Y HeKoTopbIX nauneHToB
HabnwogancbL BpeMeHHble
no6o4Hble adhhekTbl (M3MEHEHNS
nurMmeHTaumnm)

nauuyeHT 1: (Cnycta 2 Hepenm
nocsie 1-ro sieyeHns)
YyNy4dlleHne CTPYKTYpbl KOXu: 54
-85

ynyduweHue pasmepa nopsbi 45 -
60

nauneHT 2.

NATHO (NMUTMEHT) yny4lleHve 24
39

naumeHT 3: (HemMeasIeHHO nocne
1-ro neyeHus)

ynyduieHne pasmepa nopsl 32 -
51

ynyduweHne mopumHbl 60 - 99
yAydleHne CTPYKTYPbl KOXN 29 m
51

nauneHT 4: (Cnycta 1aeHb
nocsne 1-ro neyeHus)
yaydweHne pasmepa nopbl 3-13
naumeHT 5: (Cnycta 15 gHeit
nocne 1-ro nevyeHust)
ynydleHue pasmepa nopsbl (64 -
79)

naumeHT 6: (CnycTs 6 gHell
nocne 1-ro nevyeHuns)
yayyleHme MopLymHbl 66 - 99
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Ae3nHULMPOoBaHbI NOCNe UCNO/b30BaHUA 1 nepes npnAneHeHvem, Ecnm Heob6xoamMmo yoparb
YCTPOCTBO BO BPEMS JIEYEHMS, YCTPONCTBO AO/DKHO ObITb NepekoyeHo B Pexxum OXXUOAHVA npexae,
4yem HaumHaTb o4ncTKy! He ucnonb3yite cnupT UAM M30MPONUAIOBLIA CAMPT OKOMO MyHKTA /leYeHus,
NMOTOMY YTO 3TO MOXET Bbi3BaTb PUCK BO3HUKHOBEHWS OTHSA, NpU AanbHenwenh aktmeaumm nasepa!

MNpepnoctepexeHne

rpﬂ3b, ocepawuan Ha ONTMYECKO NOBEPXHOCTU, MOXXET ropeTb BO BPEMA J/1a3€pPHOIo U3nydeHusa u
BbI3blBaTb NOGOYHbIE (-)Cp(beKTbl, TakKne Kak nokpacHeHune, BO3MOXHO 06pa3OBaHVIe B3,El.yTI/II7I, KOPKMN,
penko LIJpaMOB! Y6G,D,V|Ter, 4YTO BCE AOCTYMHbIE ONTNUYECKNE MOBEPXHOCTU HE NMOoBpeXxaeHbl, N OYNLLEHDbI
nocne npouecca O4YNCTKN N OCTakdTCA YACTbIMMN BO BPEMA NNeHEHUA. |/|HCprKLI,I/I}O no npoueaype, gaHHyH
B cnegywouunx pasgenax, cneagyet CO6I'|I'0,D,aTb.

8.2 Tpouenypa nNo o4UCTKe U Ae3nHGIeKUnn annmkaTopa

BaxHas NHpopmaums

3anpeLeHo YMCTUTb annamkaTop BAaXKHOW TPSAMKOA WM NogL NPOTOYHON BOAON MNW pacnblieHnEM,

HanpuMep, C Ae3VHMPULMPYIOLWMMI CPeACTBaMU. 3TO MOXET paspyLnTs BHYTPEHHIOK ONTUKY U
3/TEKTPOHMKY.

JomkHa ncnonb3oBaTbCsa TOMBKO YBAAXHEHHAA ofexaa - Ans aesunHdekumu, Hanpumep, Kodan. (Uactu
NMOBPEXAEHbI LeNoYHbIM pacTBopom!). ANNAnKaTop He MOXET BbITb CTEPM/IM30BaH. Yactas ouncTka u
Oe3UHeKUMss UMeloT HU3Koe BNUSAHME Ha akceccyapbl. LIBET MOXEeT cTaTb CBET/Iee WU U3MEHUTLCS, HO
3TO He BNUSIET Ha MCnonb3oBaHue. KoHew, cpoka cnyx6bl NpogykTa 06bI4HO onpegenseTcs
N3HaWmnBaHMeM, LapanuHammn 1 yu,epbomM, HaHECEHHbIM NPU ero UCMNoJsib30BaHuKn. Ecam annavkaTop He

HaxoAWTCs B UCMO/Ib30BaHUN B TeUeHUe 6osiee A/IMTENbHOT0 Nepuoaa, OH A0/MKEH GbiTb 3aLUMLLEH OT
3arpsisHeHusl.

MHCTpyKUunA

Pa6ouee mecTo Pa6ouee MecTo [0/HKHO GbITb OUMLLIEHO U

" npoAe3nHUUUpPOBaHo
) MogroToBKa K OUMCTKE OuncTka o6opypoBaHns AoMKHA ObITb NPOBEAEHa

cpasy nocsie Mcnonb3oBaHus.

s OuncTka O6opypoBaHue: TpsANKa 13 MMKPOBOJIOKHA
nocrtaenisiemas Asciepion nim nogobHasa TkaHb Ans
OYMCTKM NUH3LI; cancheTka gns
AesuHdekunn(Hanpumep, Kodan). Korga
NpoBOAUTE OYMCTKY, CrIeAyinTe NHCTPYKUMAM
Npov3BOANTESIA
1, Mpouenypa A1 NoBEPXHOCTN annjavkaropa:
[OCTYMNHbIE MOBEPXHOCTU annankaTopa OYULLEHBI
NPy NOMOLLMN MATKOW, HEMHOIO BN2XKHOM TKaHW,
nnu candgeTkon ans gesnHgekunn. TkaHb He
OO0/MKHA ObITb B/IQXKHOW WM MOKPOI. Bbl MoxeTe
NCNO/Ib30BaTh HEWTPa/IbHOE YACTALLEE BELLECTBO
0151 CTOWKOIA rpsasu.
2. Mpoueaypa Ans ONTUYECKUX NMOBEPXHOCTEN:
OOCTYMNHbIE ONTUYECKUE MOBEPXHOCTN AO/KHbI
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6bITb aBCOMOTHO YNCTBIMU 1 6€3 BOPCUHOK. Ecrm |
3TO He Tak, TO CHavasia BbIJOXHUTE Ha
MOBEPXHOCTb 1 3aTEM OUUCTUTE TPSINKOWA C
MUWKPOBOJ/IOKHOM (Kak 0603Ha4YeHO BbILLE).
[ns cToiKoW rps3n mucnonbayiite candeTky 4is
Je3VHgEKUUN. Y ONTUYECKOW NOBEPXHOCTU He
LOJDKHBI NOABAATLCA LapanuHbl, BOPC WK

nosiocsl.
OuuncTka; aBTOMaTnyeckas HeB03MOXHO
[Je3nHdekumsa JocTynHble HapyXHble NOBEPXHOCTU L0/IKHbI

6bITb 4E3NHUUMPOBaHbLI MOCPEACTBOM CasldeTKm
onsa nesnHgekumn (Hanpumep, TkaHb Kodan). Y
ONMTMYECKON NOBEPXHOCTU He A0/IKHbI NOSBNATLCS
LapanuHel, a BNocneaCcTsmMu MnoJsochl.
Crepunnsaums HeBo3MOXHO
XpaHeHve 1 TpaHCNopTUPOBKa Yactu f0/MKHbI 6bITb COXpaHeHb( B YACTOM BUAE u
3alummUeHbl OT 3arpas(|gHuid. YbéeauTecs, UTo
napameTpbl, 4ONYCTUMbIE A1 BHELUHUX YCMOBUIA,

0603Ha4eHHble B ragse TexHunyeckne [daHHble,
o610 AEHbI.

M3rotoButenb yTBEPAU, YTO BbiLLEYNOMAHYTbIE NHCTPYKUUWN NOAXOAAT ANA NMOATOTOBKU
AOMOJ/THNTENIbHbIX yacreii ONnA X MNOBTOPHOIoO MCNOJIb30BaHNA.

MpeaynpexaeHue

MOBEpPXHOCTbL KOHTAKTa anmnivMkaTopa HaXoOAUTCA B KOHTAKTE C KOXeW nauueHTa BO BPeMS siedeHus. Ecb
pUCK Nepegaun MUKPOOPraHn3MoB. UesoBek, KOTOPbIV 3a60TUTCA 06 OUYNUCTKE, HECET BCHO
OTBETCTBEHHOCTb 3a TO, YTO (DAKTUUYECKW BbIMOSIHEHHAS OUUCTKA U AE3UH(PEKLUA NMOCPELCTBOM

060py,qosaH|/|s=| N MatepmasioB 1 C BOBJ/IEYEHHbLIM LUTATOM OOCTUTAET XXeJlaEMbIX Pe3y/ibTaToB.

UT06bI 3TO rapaHT1poBaThb, 0ObIYHO TPEBYOTCA MPOBEPKM M 0ObIYHBIA KOHTPO/Ib Npoueayp. ekt u
HeraTuBHbIe NOCMEACTBUSA KaXAO0ro OTKNIOHEHMS OTAAaHHbIX UHCTPYKUMUIA AO/MKHBI TakKe ObITb OLEHEHDI.

8.3.0cobas npoueaypa no o4ymcTke 1 gesvHdekunn annavkaropa

Bo Bpems neveHus
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OnTNYeckMe NOBEPXHOCTU KOHTAKTA /1Ia3epHOr0 HAKOHEYHUKA B 3HAYNTE/IbHOW aeneHy 3alyLieHb! oT
3arpsisHEHUs], NPU NPYMEHEHNN PEKOMEHAYEMOI TEXHNKU. TEM HE MEHEe, OHU AO0JIKHbI GbiTb

COXpaHeHbl B YUCTOM Bue BO BpPeMs siedeHus (0Cob6eHHO, paccmarpreas 6osiee ryctble TEMHbIe
BO/OCHI)!

MNpepnoctepexeHne

psi3b, ocefatoLLasl Ha ONTUYECKOW NMOBEPXHOCTU, MOXET FOPETh OT JIA3€PHOr0 U3/TyYEHUS U Bbi3biBaTb
no6ouHble a)PeKThI, TakMe Kak NoKpacHeEHUE, BO3MOXHO 06pa3oBaHue B3AyTWiA, KOPKU, PeaKo
WwpamoB! Y6eauTech, UTo fla3epHblii HAKOHEYHUK anmniMkaTopa OCTaeTcs YnCTbIM!

MoaToMy onTuyeckasi MOBEPXHOCTb KOHTaKTa A0/KHA PEry/IsipHO NPOBEPSATLCH U UNCTUTLCS, Kak ykasaHo
BblLLE. Bbl MOXETe, HanpumMep, GbICTPO BLITEPETH NOBEPXHOCTL KaxAblli pas, korga nnHMs Gbuia
noABepXeHa paboTe nasepa npexae, Yem fasep nepengeT Ha CrefyoLLy CTPOKY. 3TOT MeToq,
nomoraeT n3bexaTb BO3ropaHusi 3arpsi3HEHNS NPU NPOAO/HKEHUUN NA3EPHOTO JIEYEHNS.

MNocne Tepanuu

YCTpPOIACTBO A0/IKHO ObITb BbIK/IKOYEHO, U annankaTop A0/DKEH 6bITb cpasy xe yopaH u
Ae3VH(MLMPOBaH, Kak ONMcaHo Bbille, TakuM 06pa3oMm, rps3b MOXET ObITb JIETKO yAasieHa..

9, CoobuleHre 06 oWwnbKe 1 ero ycrpaHeHme

BaxHasa VHdopmaumsa

Cnegylowpe npoueaypbl Mo yaaneHuio oWn6oK A0MKHbI 6biTb CTPOro co6t0aeHbl. J/1lo60e 0TKNOHEeHWEe
OT NMpoLeayp, ONMCaHHbIX 34eCh, 3anpeLlaeTcs, aTakke No6oe OTKPbITME YCTPOICTBA WM anmnvkaTopa
- NpekpaLlaeT AeCTBYIOLYIO rapaHTuio.

9.1. O6was uHgopmauus

Ec/m ycTpolicTBO He OTBeuYaeT Ha KOMaHAy Nepek/toYeHns BbikovaTtesis B pexum ON,
y[0CTOBEPbLTECH, YTO OHO OTBEYAET C/ieAyoLM Tpe6oBaHUSIM:

1 YCTpOVICTBO NOAK/TNYEHO K CeTEBOMY UCTOYHUKY MNUTAHUKO .

2. Boik/llouaTeslb MUTAHUA Ha 3afHei naHenn ycTpoicTea BK/IHOUEH (MonoxeHne T, cm.
nnncTpaymio: MoaknoueHust Ha 060pPOTHO NaHeNu yCTPoCTBa).

3. NasepHblii aBapuiiHbiii BbiktovaTens OCTAHOBKI pa36iokupoBaH. Ecrm HET, noxanyiicTa,

OTKpOiTe ero, NOBEPHYB KPacCHYK KHOMKY NPOTUB 4acOBOW CTPesIKX, NokKa Bblk/ouaTesb He
BbICKAYeT (CM. pPUCYHOK 5;).

Kak yxe ynomsiHyTo. Bam NnoMOXeT pyKoBOACTBO onepaTopa Ha Auchniee.
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H iiii MNHA

TemnepatypHas owunbka (Bce 150 XXX owmnbok) Paboyas Temnepartypa C/IMWKOM HU3Kas unu
C/IMLLUKOM BbICOKas. MNpoBepbTe, BEHTUAALMIO
yCTpOiicTBa. 3anycTute yCTPOICTBO CHOBA.
Onepaums MOXeT ObITb NPOAO/IKEHA.
Moxanyiicta, CBAXUTECH C TEXHNYECKON CYyXO0I,
€C/IN oLMbBKa NPOMNCXOANT CHOBA.

HoxHoi nepekntoyatens (400 XXX owmnbok) Moxanyiicta, OTNYCTUTE HOXHOU NepekoyaTens
(He akTMBUMPYWTE BbIK/IKOYATENb HOTW C/IULLKOM
paHo, [OXAMTECh, NoKa YCTPOCTBO 0TOOGPa3uT |
pexum MOTOBHOCTW BmecTe C enTbiM
npeaynpeguTesnibHbIM 3HaKOM).

Bnokupatop asepu (600 601 owmnbKa) Bnokuparop gsepy pa3b/IoKMPOBaH Wi He

| noakno4veH. Ecnm aoBepb 6bina cBsizaHa ¢ |
610KMpaTopoM ABEpU, OTKPbITA BXOAHAA ABEPb.
Mopxnounte 61okmpaTop ABEPU UK
aKkTuBmpyiiTe ero nepek||tlouatens. Ecim asepb
6blna cBA3aHa Cc 6/710KMpaToOpPoM ABEPU, 3aKponTe
BXOZHYIO BEPb.

Ownbka annnvkatopa (oce 110X) MpoBepbTe, Kak NOAKMYEH annaukarop.
3anyctute ycTpoicTBo. MNoxanyiicta, CBSXUTECH CO
cnyx60i noanepXxku, ecny owmbkKa nosBnseTcs

CHOBa.
Bo3MOXHbIE HENOMNAAKN
Henonagka OnucaHune/genctemns !
HeT nogxnioyeHmsa K cetn MpoBepbTE, YTO CU/IOBOI Kabesb Bbla CBSI3aH C ]
BXOJ,0M. j

Bobikntovartesib nutaHna Ha T7? |
MpoBepbTe, UTO Jla3epHbIii aBapUiiHbIii
Bblk/ItouaTesilb OCTaHOBKU BbINYLLEH.

MpoBepbTe nNnaBkve NpefoxpaHuTeNny IMHUK

BHyTpeHHeVI CUCTEMDI 3ﬂeKTpOCHa6)KeHI/IF|.
CDyHKLI,I/IOHaI'IbeIe KnaBuin Ha gucniee He HeBepHaﬂ Ka}'II/I6DOBKa ancnses.

oTBeyvatoT (MM He Bcerga OTBevaroT) Kannbposka fo/mkHa 6bITb NpoBefeHa

aBTOPM30BaHHbIM MOMb30BaTE/IEM, MOITOMY
CBSXXMTECb CO CBOMM AUCTPUOBIOTOPOM WK
pa6oTHukom AsclepionLaserTechnologies (cm.
rnasy 10 MNopnepxka)

Y6epnutech, 4TO Kabeslb HOXHOTO nepekoyaress
NpaBuIbHO NOACOEANHEH.

YcTtpoiictBo B Pexxume OXXUOAHUA. Mepeligute
Ha Pexxum MOTOBHOCTW.

amuncena He nponcxoanT Npn HaXxatomM HOXHOM
nepeksyarene

10.

Moanepxka
MpeaynpexaneHune
Nlazep paboTaeT ¢ ceTbio NUTaHNs. ECTb pUCK NOpaXkeHNs 3/1EKTPUYECKUM TOKOM 1 MOBPEeXAeHneM rnas!
Hukorga He OTKpbIBaTE YCTPOMNCTBO M HE MbITANTECH OTPEMOHTUPOBATbL EI0 CamMu, EC/M Nla3ep He
paboTaeT [O0MKHbIM 06pa3oM. TosIbKO KBaMUUMPOBaHHbIE CNELNaINCTbl MOTYT OTKPbITb Sla3epHoe
YCTPOICTBO. Jlazep He COAEPXUT NPUTOLHbIX K 3KCMyaTtauun nonb3oBaTesieM KOMMNOHEHTOB.
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ABTopnsosaHHbieAsclepionLaserTechnologies, yno/lHOMO4YEHbI 06CYXUBAaTb 3TO YCTPOCTBO. 37O TaKKe
OTHOCUTCA K NPEeANMCaHHbIM eXerogHbiM UCMbITaHUAM N0 6e30MacHOCTH.

Ecnn Bam Heobxoanma cepBrcHass Noggepxka, noxanyncra, CBSXXMTECh C HAMW, UCNO/b3YS KOHTaKTbl,
JaHHble Huxe. Mpu obpalleHun K CBOeMy napTHepy Mo CepBUCY, BCEra AepXUTe HOMep 1 Mogenb
YCTPOICTBa NoA pPyKol. 3TV KOHTaKTbl HAXOAATCA Ha Tabanuke ¢ 06paTHON CTOPOHbI YCTPOICTBA.
AsclepionLaserTechnoiogiesGmbH

Service

Brusseler Str 10

D- 07747 JENA
Germany

Tel : +49 (0) 3641 /7700-401
Fax.:+49 (0) 3641 /7700-402
C-mail: service@asclepion.com

O6patute BHMMaHUWE Ha TO, YTO U3rOTOBUTE/b, YCTAHOBLUMK U MMnopTep  ByayT cuntaTb cebs

OTBETCTBEHHbLIMM 3a 6€30MaCHOCTb, HAZAEXHOCTb U PaboTy YCTPOWCTBa, ecnm He ByayT CObMAEHbI
cnegywwme TpeboBaHus:

YCTaHOBKa, 06HOBNEHME, 06C}'Iy)KI/IBaHI/Ie, MOAVId)VIKaLI.VII/I WIn peMOHT ObI/IN BbIMOJTHEHBI
AOBEepPeHHbIMN NnuamMmi,

3/IEKTPUYECKNE MHCTAIISILUOHHbBIE YC/IOBUS /TA3€PHOIN KOMHAThI oTBevatoT TpeboBaHusam 1EC64,
C BHECEHHbIMMW BMOC/IEACTBUM NONpaBkamu.

yCTpOVICTBO MCMO/1b30Ba/10Cb B COOTBETCTBMN C NMHCTPYKUNAMU, OaHHBIMWN B 3TOM PYKOBOACTBE.

11. PerynspHoe o6cnyxuBaHme, npoBepka 6e30nacHOCTU 1 Kasinbposka

BaxHasa NHpopmauus

Cnepyowme npouegypbl No 06CNyXnBaHuo, NPOBEPKe 6€30MacHOCT 1 Ka/TIMbpPoBKY JOMKHA ObITb

CTporo cobnogeHa. Jltoboe OTK/I0HEHME OT npoueayp, onncaHHbIX 34ecCb, 3anpeLieHo, noboe OTKpbITNE
yCTpOﬁCTBa nn anninkatopa npmeegeT K JIMWEHNI0 rapaHTUn.

Na3ep He coaepXUT NPUrogHbIX K 3KCnyatauum nosib3osaresieM KOMMOHEHTOB.

MPEAYMPEXKAEHVE

Nasep pabotaeT ¢ ceTbio NUTaHuA. ECTb pyck nopaKeHns 3/IeKTPUYECKMM TOKOM U
nospexaeHud rnas!

Pa6oTa, o6cnyxuBaHue, TeCT U MHCTPYKLMMN NO KaSIMOGPOBKE, AaHHbIE B 3TOM PYKOBOACTBE, AO/DKHbI
ObITb COG/OAEHBI.
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TonbHO aBTOpM3OBaHHble cOTpyAHUKM AsclepionLaserTechnologies, ynonHOMouYeHbl 06CyXMBaTh 3T0
YCTPOICTBO. 3TO TaKKe OTHOCUTCH K NPeAnMCaHHbIM €XerogHbiM UCMbITaHMAM No 6e30MacHoCTK,
BK/IIOUAsA KasmbpoBKy.

MPEOOCTEPEXXEHVE

C/MLLKOM BbICOKast MOLLHOCTb MOXET Bbi3BaTb NOOOUYHbIe 3dDEKTbI, TakMe Kak NOKpacHeHMe, BO3MOXHO
obpasoBaHve BOMAbIPE KOpKU, peako WwpamoB! BbixogHas MOLLHOCTb TepaneBTUYecKoro fasepa
OO0/MKHa ObITb NPOBEPEHA CEPBUCHBLIM TEXHUYECKMM cneunannctom AsclepionLaserTechnologies, B
pamkax TEXHMYECKOI NPOBEPKN MO 6e30MacHOCTK, MO KpaiHein mepe, 0OAUH pa3 B rof, Takke, npu

Heo6X0AMMOCTH, MOXHO MPOBECTU Ka/IMGPOBKY YCTPOCTBA. Pe3ynbTarsl NPOBEPKU PErMcTpupyrTCs B
BaxTeHHbI xypHan MeguunHCKOro ycTpoicTea.

BaxHasa VHdopmauus

ExerogHoe o6cnyxvBaHne o06a3aTenibHO AN NPOAJSIEHHOIO CPOKa rapaHTum. Utobb( AOCTUrHYTb
BbICOKOI HaeXHOCTW W NPOAJSIEHUS CpOoKa AENCTBMSA, CTPOro peKOMeHAyeTCs UCNoNb30BaTh
OX/TKAAKLLYHCS XNAKOCTb, 0CO6EHHO MocTaBnsemyto Asclepion /s 3Toro ycTpoiictea (3awmra ot
KOppo3uun, aHTnbakTepnasibHas, 3awmra OT Mopo3a, ahdeKTVBHOe oxnaxaeHne}! 3ToT xnagareHt
HUKOr4a He AO/HKEH CMeLUMBAaTbCA C AeCTU/IMPOBAHHOW BOAON - MOXanyicTa, BHUMATE/IbHO M3yumnTe
COOTBETCTBYHLLME CMMBOJIbI HA YCTPOICTBE (MOXaUslyiicTa, CM. rnasy YcTaHoBka / CMMBOSIbI HA

YCTPONCTBE). ®aKTMYECKNI CNIMCOK NPeAMETOB NOTPEOGIEHNs 4OCTYNEH Mo 3anpocy oT Cayx6bl paboTsl €
KIMeHTamum.

111 PerynapHas nopaepxka

PerynsipHasi npoBepka pa6oTbl YCTPOCTBA, ONMCaHHAs HUXE, MOXET NPOBOAUTLCS COTPYAHUKAMY
KITUHVIKWA.

Obuee

MpoBepka NoAKMOYEHWNIA yCTpoiicTBa

MpoBepbTe, BCe M Kabenn ncnpaeHbl U NPaBUIbHO NOAK/OYEHbI
YacTtoTa; exeHegesnbHO

MpoBepsieTcs: NEPCOHANIOM KNUHUKN

MpoBepKa cUCTEMbI OX/TaXAEHNS

MpoBepbTe BCENU BEHTUMATOPbI OUYMLLIEHDI

UacToTa; exxeHeaesbHo

MpoBepsieTcs; NEPCOHANOM KNUHUKN

MpoBepka annaukatopa

MpoBepbTe, YTO6bLI annMkaTop 6bin B NAealbHOM COCTOSHWM

YacTtoTa; nepepn KaxablM NCNOJSiIb30OBaHNEM
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MoxanyicTta, NPOKOHCYNbTUPYNTECH C HALLEN TEXHUYECKOW Cnyx60ii, ecnv y Bac ecTb kakne-nn6o
BOMPOCbI OTHOCUTE/TBHO YTUIM3aLUN.

A: TpunoxeHne geknapauuna npounssoautena EMC

BaxxHas VHdopmaums

Vcnonb3oBaHre He aBTOPM30BaHHbIX aKceccyapoB U kabesnei, MOXeT NPUBECTUN K NOBbLILLEHUIO YPOBHS
N3y4YeHns N/Mnm K ymeHblleHnto 6e3onacHocTu EpiLab.

Akceccyapsl OnunHa
HoxHoi nepekntovartesnb ¢ MoxHo 3aka3atb y nsrotosutensd <3.0m
W kabenem NN aBTOPN30BaHHOrO
INvHna oxnagutens ycTpoicTea anctpubbloTopa #-3.0M
TEé

BaxxHaa VHhopmaumsa
YcTpoiicTBO paboTaeT TO/IbKO NpW NpaBu/ibHOM MNOAKAYEeHUU. MakcuManbHO AonyCcTMMOoe

COnpoTUB/EHME MOLHOCTN Zmax= 0.17530hm. np1 HEO6GXOANMOCTM, CBSXKUTECH C U3TOTOBUTESEM,

4yTO6bI YOEANTLCS, YTO YCTPOMNCTBO OyAeT NOAK/IOYEHO K MUTAHMIO, Yy KOTOPOro COMPOTUB/IEHNE MEHbLLE,
NMBO paBHO BO3MOXHOMY Zmax.

BaxxHasa VHopmaums
YcTtpolicTeo EpiLab He f0/HKHO XpaHUTbCA WU CTOSATb PAAOM C APYTMMK yCcTpoicTBamu. Ecrm

ycTpoiicTBo EpilLab Bce e HaxoauTcs psagoM ¢ APYrM YCTPOMCTBOM, HEOGXOAMMO Y6EeaUTLCS, UTO OHO
KOppPEeKTHO paboTaer.

Al. DneKTpoMarHMTHoOe n3nyyeHue

Knaccudmkaums nanyyeHui CootBeTtcTBne JnekTpomarHuTHaa cpeja
BbICOKO-4acTOTHOE U3NyyYeHune Mpynna 1 EpiLab ncrnons3yet
no CISPR 11 BbICOKOYACTOTHYH 3HEpPruio

TOJIbKO [/ €70 BHYTPEHHETO
thyHKLUMOHVpPOBaHus. MMo3Tomy,
n3nyyeHue B 061aCTV BbICOKUX
4acTOT OUEHb HU3KOE W BPSZ, /v
BbI30BET BMELLATE/ILCTBO B
cocefiHEE 3/IEKTPOHHOE

o6opygoBaHue
BblCOKO-4acTOTHasA ammccus Knacc B EpiLab nogxoaunt ans
BMeLlaTeNbCTBa Cor/acHo kiaccy NCcnosib30BaHNA BO BCEX
BC1SPR11 yupexaeHunax, sknoyvas

BHYTPEHHME MNOMELLEHNS,
HenocpeACTBEHHO CBSI3aHHbIE C
ob6uleli ceTbio
3/1eKTPOCHa6XeHMs, KoTopast
CHabXaeT 34aHna ”
NCMONb3YeTCa A1 BHYTPEHHMX
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Lenei.

Vicnyckaemble nomexu Knacc A [na rapmMoHUKN:
rapMoHKMKKM cornacHo IEC 61000- EpiLab npegHa3sHaveHa ans
3-2 MCMNO/Ib30BaHMA BO BCEX

yUpexaeHumsax BKoUas
BHYTPEHHME MOMELLEHNs,
HenocpeAcTBEHHO CBSA3aHHbIE C
obuleli ceTblo
3NEKTPOCHabXeHUs, KoTopast
cHabxaeT 34aHus
NCMoNb3yeTca A5 BHYTPEHHUX

uenei.
Momexu npu KonebdaHus Yposn. 1 An nomex:
HanpshkeHus/momexm cornacHo Bo Bpems onepauuu He MOXeT

IEC 61000-3-3 ObITb a6COMOTHO UCK/THOYEHO

B/INSTHNE CUCTEMBI
ane("pocHabxeHusa. Ecrm
Heob6xoaAnuMo, 3T0 AO/HKHO ObITh
obecnedveHo - nocne
KOHCY/IbTauun ¢ NOCTaBLUUKOM
3HEPrnn - YTO MaKCMMasIbHbIi
OONYCTUMbIA MMNEeAaHC CeTKN
Zmax - 0.1753 Oma He

npesBbILLEeH.
1*) B cooTBeTcTBUM CIEC 61000-3-11:2000 c makc. lonycTUMbIM umneHgaHcom Zmax= 0.1753 OmM.

A2. DnekTpoMarHutHas HeBOCMNPUMMUYNBOCTb
EpiLab nogxoauT AN MCNob30BaHWA B YKa3aHHOW 3/1eKTPOMarHUTHoOM okpyxaroweli cpege. KnveHt

n/vnn nonb3osBartenb EpiLab AO0JIXHbI rapaHTnpoBaThb, YTO OHa NCMNOJ/Ib3YEeTCA B 3]'IeKTpOMaFHI/ITHOI7I
0pr>|<a+0u.|,e|7| cpege, Kak onmcaHo Hmxe

Tect TecT B CcooTB. C IEC YpoBeHb COOTBETCTBUA OneKTpomarHuTHas
HEBOCMPUUMYMBOCTH 60601-1-2 cpega
3neKTpocTaTMyeckuit +/-6 kB 3apag KoHTakta  +/-6 KB Mosbl AOMKHBI BbITb K3
Bblopoc (ESD) ace. kK IEC /-8 kB BbIGpoC +/-8 kB ApeBecuHbl, 6eToHa
61000-4-2 BO3ayxa NN KepamMnyeckoi

nAnTkn. Ecim nonbl

MOKPbITHI
CUHTETUYECKUM
mMatepuasiom,
OTHOCUTE/bHAsA
B/I&XKHOCTb [O/DKHA
COCTaB/IATb, MO KpaiHei
Mepe, 30%.

BbICcTpble nepexofHble +/-2 kB gna nuHwnii +/-2 kB Ka4yecTBO

3/1eKTpuyeckue afnekTponepefayn + 3/1EKTPUYECKOA

NomMexun/BCrbILWKN COrn. +/-1 kB ana NINHWIA 3HepPrmn cetn Ao/MKHO

IEC 61000-4-4 8X0pa/n peaykuum ObITb TUMNYHBIM 4714

OKpY>XatLLel cpeapl
60MbHMULbI
Ckauku B cooTs.c IEC +/-1 kB HanpskeHue +/-1 kB KauecTBo

161000-4-5 +/-2 KB HanpsixeHue +/-2 kB 3/1eKTPUYECKO
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MafieHns HanpsKeHus.
KOpPOTKME MPepbIBaHUS
Y U3MEHEHUSA
HanpshkeHUs
3/IEKTPOCHABXKEHUS
BBOASAT /IMHWMW B COOTB.
c IEC 61000-4-11

| MarHuTHOe none gns

} HanpskeHns (50/60Hz)
1BcootB. ¢ IEC 61000-4-8
J

obulero pexuma

<5%-e EAVHOE BPEMA
ONA yr UMKI0B

(>95%-e npepbiBaHuEe)
40%-e EOVHOE BPEMA
0N 5 unknos

(60%-e npepbiBaHME)
70%-e EOVHOE BPEMA
ona 25 ynknos

(30%-e npepbiBaHuEe)
<5%-e EAVHOE BPEMA
B TeyeHne 5c¢

(>95%-e npepbiBaHVE)

3 A/m

<5%

40%
70%

<5%

3 A/m

3ameuaHve: U, o6Luee HanpshkeHne, A0 NPUMEHEHUS] TECTOBOTO YPOBHS
*We TeCTUPOBA/IOCH, TaK Kak A/IMHA BOJHbI MeHbLUE 3 M

SHEeprumn cetm A0HKHO
ObITb TUNWYHOWN A4S
oKpyXatoLiei cpefpl
60/bHULbI.

KauecTBo anekTpoceTu

[OMKHO ObITb
TUNUYHBIM O/15
oKpyXatowiei cpegpl
601bHUUbI. ECrm
nosnb3oBaresb
ycTpoiicTBa TpebyeT
NPOAOJIKEHHO
onepayun Bo BpeMsi
Koneb6aHus ceTu, Takxe,
pekoMeHAayeTcs
npuBecTn B AelicTBue
YCTPOIACTBO C

HenpepbiBaEMbIM
3/1EKTPOCHABXEHNEM

,Mnu 6atapeto.

Cwna mMarHuTHOro nons

[0/MKHa ObITb Ha
YPOBHE, TUMNYHOM 415
OKpYyXXaroLei cpeapbl
60NbHULbI.

EpiLab noaxoauT Ansi MCMO/Ib30BaHUST B YKa3aHHON 3/1EKTPOMAarHUTHOl okpyxarowein cpege. KnneHt

nvnu nonb3oBatesb EpiLab A0MKHbI rapaHTPOBATb, YTO OHA UCMO/b3YETCS B 3/1eKTPOMArHUTHO
OKpYXatolLei cpeae, kak OnMcaHo HUXe.

TecT Ha
HEenpPUKOCHOBEHHOCTb

ConyTtcTtBylowue
| nomexn HFb cooTs. ¢
i IEC 61000-4-3

M3nyyaemble nomexu B
coore. c [EC 61000-4-3
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TecT B cooTe. c YPOBHEM
IEC 60601-1-2

3 Veff or 150 kI'y go 80
Ml

OT13 B/Mm 80 Ml'y go 2.5
My

YpoBeHb
COOTBETCT
BAA

3B

3 B/m

JnekTpomarH1tHasa cpega

MopTaTvBHOE paamoobopynoBaHue,
BK/IlOUAs Kabenu, A0/HKHO
MCNO/Ib30BaTbLCA Ha PacCcTOSiHUM OT
YCTPOICTBA, PEKOMEHAYEMOIO
pa3feneHusi, BbIYUC/IEHHOIO OT
ypaBHeHUs, NoAX0AALLEero Ans
4acToTbl Nepefarymka.
PekoMeHAOBaHHaA AMCTaHLUS;

d = (3,5/3V)VP

d = (3,5/3)VP

d = (7/3)VP

ot 80 o 800 MI'y,
oT800MTlypo2.5My,

roe P- HOMUHaIbHasAs MOLLIHOCTb
nepepatunka Yotca (W) cornacHo
Npoun3BOANTENIO NepefaTynkos, nd -
pekomeHAyemMmoe paccTosiHne
pasfeneHns B Metpax (Mm).

Cuna nons hnKCMpOBaHHbIX paamo-
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1590 08 004 MncrpyKumsa no ynakoBke
MI1)S(NeXT)

Wuncke TMeHenwii. N1 NpaeHTudukaumnoHHbln nomen; Ki/U/09/05-() 1 c.panuna 1m 5

i W».cr{bbun« MCvnncf#K< MOS i
OKp/roii/mecay/ gew. K9 u/n )>vAVisudtx

1 1llpcpHa:wayeHwue

KpcaneHue ynakoBK1 Npo/yKTa, ero KOMMOHEHTOB 1 KOMMNeKTytowwwmx: MeDioStar
(NeXT) 1590 -1594.

2. O6nacTb NpUMEHeHUs

[aHHOe pyKOBOACTBO AeCTBUTENbHO ANa O0TAena cobita 1 06CNy)XKMBaHWUS KOMMaHUK
.m\sclepion-| Tiser-Technologies GmbH.

3. ( okpaweHunsa n obo:wayucHumn

('oKpalLleHMs yKasaHbl B PyKOBOACTBE MO MeHeXMEHTY Kauyecrsa.

4, O rBercTtBeHHoOCrb

3a Co6/I0AeHME NaKONHCHWA JaHNOT'0 PYKOBO/ACTBA 0CO60 OTBETCTBEHHHI;
VPOHYBOACTBEUMLIA OTAEN OTAEN rPancropTTLUTOBKM (NpreM TOBapOoB).
[laHHOE PYKOBOACTBO YTTTCPXKAAETCA Y KOHTPOSIMPYETCS OTAENOM MCC/CNIOHaauns 1 paspaboTu.

5 YnakoBKa O/ MA3eMHOH U BOUYLYUHION TPAHCMOPTUPOBKU

51 OnwucaHue ynakoBKU

YnakoBke MeDioStar NeX T npucBoeH aprkynbinsaii Homep 660803191. OHa BKtOYaEeT B

cebs: AGpEBﬂHHbIVI NoAAOH, KapTOHHYHO KOPOOKY WM KOMIJIEKT 3alUUTHBLIX NNacTuH U3
neHonnacrta

5.2 TlocnepoBaTesibHOCTb YNaKOBKU

Pabouas otTepauus a):

- [10NOXNTb HMXHIOK YaCTb 3allinTbl N3
neHorinacTta Ha AepeBAHHbIN NOAA0H.

- MONOXWTb YCTPOICTBO Ha MEHOM/IACT. -0

10TKEUTL ACHYIO MpeaynpeXxaatoLLyo
I/IaKl'IglglK) 13‘%‘6—Hy pegynpexgatoLly

P9-046 Ha Amcnnein (ecnm aTo eLle He
cfenaHo)

dopma co3faHa cneynannucTtom no ucciaefoBaHUsM K dopma npcaepeT a U yTeepxgeHa MeHe[Kepom Ko
pa3spabo! kam : npoekTam

/14.n0.n Khec fmoawm;il/ 07 09 11 /nognuncy
Nara Nms 1QTHL nognucu
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1590 08 004 Nuncrpykumnda rno ynakoBke
MI)S(NeXr)

I'nboyasn onepauusa bV
O, |.er, Ha ycTpoicTBO N/!acTUKOBbLIA O6TEeKaTe b

[*al'touasn olicpaums c);
- 3akpennTb MCUOTLLCT Mexay obTekaTtenem u
PYKOSITKOM.
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1590 08 004 NncipyKuUMA MO ynakKoBKe 1
~1)8 (NeXT) N

Pabouas onepauus d);
- TOPM30HTA/NIbHO HANMOXUTb BEPXHIO YacTb
laiunTbhi u3 neHonnacra.

Pa6oyasi onepauus e):
- OpeTb cBepXy Kap3x)HHYH KOPOOKYy
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1590 08 004 Nncrpykymsa no ywucolice
rVIDS(NeXT)
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1i-

bbk-

»

Wnneky; n>mcucunn. J1 NWoetTndmnkaunmoHuo i HOMEP: K1/M/09/05-01 i tTpaimua5H?5

Ktm» no YMAKnsHe

i.iiKii‘t,,'i/4C(,sia.4ciii, ,£b>n/iiiI ' l,,; V,liito

Ulicpuilim 0'
ter" nca:"!l. Homep ycsfWHCt'Ba Ha Ki>fk>6»iE

5.3 f Ofiy rcTHjHHtiHe JOKYMEHTbI;

- 1.590 99 046 BbhkaaTb 12 yacoB nepepq BkAtoYeHeM NeXT (KpacHas npeaynpexk-yaroLas
HaKneika),
1590 08 003 YnakoBo4yHaa W NepefaToyHas BeLOMOCTU
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' oW/ CTpROIavwA
TpatapeTHas nemsTb

no HepTexy "59001003

MoaknoyeHve 6nokmpoeoymoro
KOHTakTa ~TpadapeTHas neya™b
CyepTexy 15S001C03)

MoakntoyeHre negasnbHOro
BbikloyaTens (TpadapeTHas ncAT?”
no yeptexy 159C0HO03)

170"9903I Yka3atenb «Pa6oTtas siacTb B

159099038 nakneiika 8C4
[ONA 38\ THell CTOOOHb=

159099032 Hakneiika «OCTOPOXHO»

. 660604109 MpeanucbiBatoLmii
3HaK kCM PykoBOACTBO
nonb3oaarens 050»>

159099022 Nasep-K14 MS NeXT / £N

m 550206141 Ltekep POAG-S6/25
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Pegakuusi O Wpaentuepukaynotunn Homep: VIWIH, 4-
JEASTUUN e ] VEA
MeauumHckMM upubop __ \lePioStar .\V1DP 93/42 ECC
Homepa n3ge nunii 1590-1599 'EN~6060r-1;2006"
OLEeHEHHbIN ypoBeHb CTaHAapTHbIN EN 60601-1-2;200PA1; 2006
' KOHCTPYKLUHK npubop
Pepakunn pykoBoAcTBa "6060PbAMTILIY?
! nonb3osarens
OonucaHne M3MeHeHWUi Jata
06 MpoBepka 07,05.2013
MpoBepeHOo 1 BbINyLWEHO MoppasaenexHve i [ara
YyacTHuk 1 Cnyx6a KOHTpONs KadyecTsa M7.05.2013
orgena HAOKP
Y4yacTHuk 2 - -
YyacTHuK 3 Orgen HUOKP 08.05.2013

OneHKa ocTaTOYHbIX PUCcKoB

AOeO—ﬂ&

AN 'n302 KWNa( 60601-1-4 'VICjOiOStar

1ML, N304 /TO3-MECAL,-4E€Hb-HOMED ijOO Vs. 06 M M 0130307-0b.doc

X " EN 60601 - 1-4:199b- Ai: 1999
mEN 62301-1:2006
' EN 60601-1-6:2004 X

Mepep, HAQOKP
Bo Bpemss HNOKP
[Nocne npopaxu
'M3k’6060M-6:2007 PerynapHblii  npocmoTp
M3MEHEHWI cTaHAapToB
"1 ¢pMMN3'(*:2008"

damunnusa Moanuck

"M. .Ménnep (VI. Mollerj (Mognuce)

damunusa 1 Mopnucek

C. *Ylionnep (C. Muller) (Mopgnuchk)
_ 1 -

W. Wrpant (1. Streit) (Mopgnwuchk)

[locne oueHKN BCex U3BECTHLIX PUCKOB U3[eNne MOXHO KI'IaCCMCbI/ILI,VIpOBaTI: Kak 6e3onacHoe. HeO6XO,EI.I/IMO npuHUMaTb BO BHMMaHue, 4TO He UCKHOTHOYEH

onpeaeneHHbli Hen]*"gBNAEHHbI PUCK.

1dopma co3gaHa crneumuanucToM no UCCNefoBaHNsM 1 pas3paboTkam:

i dopma npoBepeHa M yTBepX/AeHa .MEeHeKEpPOM Mo KauyecTsy:

118.12.2010 1. Wrpaiit (1. Streir) Mopnuck i 18.12,2010 I P. Tume 1Moanuck
1 1 . (R. I'hieme)
j OaTa damunnsa ' Mopgnuce 1Aarta Pamnnus 1Mopgnucek
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1 OnncaHne n3MeHeHun [ata damununs Moanuceb
06 MpoBepka 07.05.2013 M. Ménnep M. Ménnep
(M. .M6rMer) (M Mé6TIMer)
05 MpoBepka (B 4aCTHOCTK, O.xNaxparwuielii Hacagku) 15 11.2011 M. Vleaaep VI. Ménnep
" (VI, M6Ier) (M. .Morler)
04 MpoBepka (B 4aCTHOCTW, Ha NpeaMeT HECYLW eCTBYHOLWNX, HENPaBUIbHbIX AAHHbIX, BPEMEHHbIX 13.04.2011 P. Xap6cT P. XapécTt
nocnepoBateNbHOCTEN AaHHbIX) o (R. Herbs!) (R. Herbs!)
03 Mposepka 09.02.201 | P. XapbcT P. Xap6cT
(R. Herbs!) (R. Herbs!)
02 JononHeHne cnucka puckos, fo6aBsieHne Mep Mo KOHTPOJ/0 PUCKOB 04.10.2010 M.KnsaiiHep M.KnsainHep
- (M. Kleiner) (M Kleiner)
01 MepBoe n3paHve 16.06.2010 M.KI'IFII/I.Hep M.K. lﬂl/‘IHep
(M Kleiner) (M. Kleiner)
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15 OTcuTcT3ne
NOHU3NPYHOLLETrO
n3nyyeHusa -
nasepHoe
u3nyycHve

HenpegHamepeHHo
e Haxarve
HOXHOT0
nepeknoyarens

HeT npepbiBaHus
.JazepHoro m3n> ve-
HUS npn

. OTNyCKaHnn

HOXHOTO nepeksto-
yatens (Heucnpas-
HOLLb HOXHOTO
nepeknoyaTens
nnn KopoTkoe
3aMblkaHue 3
CUTHaNbHOI Lenw)

MoBpexaeHne
rnas, ywepo,
CBSI3aHHbIIi C
MCNyrom.TpaBm
bl TPETHUX /11U

Monpexnexne
{na3. unepb6.

cba5aHHb] ¢ Kputuye-
WC.IMIroM. cKast
TpaBMbl TPETbUX

n

CnyuaiiHo

*\'SUHUMaNbHbIN NPaKTUYECKN NPUEeMIEMbIA YPOBEHb pucka
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MMOMyn

A Llenb pexvma oXxunaxus.
WHAMKaTopbl ONTUYECKNX U
aKyCTUYEeCKUX aMuccuii
nasepa: oTK/lOYeHne
nasepa B pexume npocTosi.
HoxHoli nepekntoyatens ¢
K pbiljik O fi.

'-)NEKrpOouHbIi 3aTBOP
HoxHoli nepekntoyate.lb. ¢
nB;X1H He3aBNCUMbI.MU
KMHIM.KTammn
Mpcn3apmTenbb'biii 3anpoc
K HOXXHOMY
nepeknyaTento.

KHonka aBapuiiHoro
ocTaHoBa fasepa,

Kputuue-
cKast

Muny1

lNposepka
KOHTPOJIbHOA
cucTemsl C
nomouybto MO
MpoBsepka
npuéopa.

MpoBepka
KOHTPO/IbHOW
c;v..-CNibi ¢
NOXHLWb0 N0
J1lpo8cpka
nasepa



Pepakuuna: D

a) Puckun

A 0P

My <y

<A

MpoeT nbnkKayumoHHbIH HoMep: M Mo 13, ()5/07-06

d) Bo3vm>K4bic
c) Bo3MOXHble

NCTOYHUK- nocneacTeus,
NPUYAHbI
puckos puUcKu
1 HeHamepeHHas
1 akTnBaums
nasepHoro MoBpexpaeHne
N3Ny4YyeHnst npu rnas, ywep6.
BK/IIOYEHUN i
4. Nasep CBSI3aHHbIN C
pexuvmMa NCMYTroM.
roTOBHOCTHU TpaBMbl TPETbUX
HaxxaTtmem nmy,
HOXXHOro
nepekaoyaTens.
B NnomeLyeHuUun MoBpexpaeHue
JHQOU HaxoasTcs rnas, yuepo.
6e3 3alMTHbIX 7]
-5 Nasep L, CBAA3aHHbIN C
O0YKOB BO Bpemsi NCNyrom.
BbIMO/IHEHUSA TpaBMbl Tpe-: bUX
npouepyp my
11oHpe-x,AcHue
MosiBneHne rnas, yuep6.
TPeTbUX NNL, HO
t Nasep p u cassaH}bM ¢

BPEMS BbINOMHEHUA | ucnyrom.

npouenyp
g,

"AMWHUMaNbHbIA NPaKTUUYECKN NMPUEMIEMbIN YPOBEHb pUcKa
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i TpaBMbI Tpeabux

e) OneHKa pUcKoB
nepeg NpUHATUEM Mep

ripciocinji

CTeneHb
ywepba

KpuTnye-
cKasi

KpuTnye-
ckas

Kputnye-
cKas

MnenTk([)UKannoHHbIi Kog'ro”

n
CueHka

pUCcKOB
CooTBeTC
BepoAaT- TBUE
HOCTb TpeboBaH
nam
CnyuaiiHo *
o MOnNyp
Cnyu4aitHo
CnyvaiiHo MAnye

mYCCAL-3eHb-HOMep

S) Heo6xo;w\ible
re.KHUUYCCKNE Mepbl
npeAoCTOPOXHOCTHU

MpefBapuTenbHbIA 3anpoc
Ha BK/IHOUYEHUWE HOXHOFO
MUPMNSYaTeNs.
DNEeKTPOHHbIN 3aTBOP.
KHonKa aBapuitHoro
oCTaHOBa Nnasepa.

MHnukaTopbl ONTUYECKUX U
aKYCTUYECKUX IMUCCUA
nasepa; KpblllKa co
BpPeMEHeM 3aKpbITUSA B2 C B
pexxume MOTOBHOQ A

! BIOKMpoOBKa NHenu

HapyxHasa curHanbHas

. Namna.
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h) OueHka puckos
nepes NpUHsAIMEM Mep

Irpestoc pChKIKKM
CTeneHb BeposiT-
yuiepba HOCTb
Kputunye- Hepgon)
ckas cTUM
YcnoBH
Kputnye- ¢}
cKast fonycTu
M
KpuTnye- Hepom
cKast CTU.M

O]
UiiCHKa
Ocral oun
bIX

_pVerQU _
CooraeTt
cTBne
Tpe6oBa
HUAM

Yposne-
TBOPUT

MMMyp

MMMnyp

)) MpoBepka

npoeepka
KOHTPO/bHOW
CUCTEMBbI C
nomowwbio MO
MpoBepka
nasepa

Mposepka
KOHTPONbHOW
cucTembl €
no.mowblio [HO.

1 IpuBCpKa
KIKTPONbHO
cuctembl L
nomoawnno 1HO.
Mposepkun
nasepa
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H.iL'n rm|)HKimnnnnbifi kog. rog/mecan/nem,-Homep

I
i 5 i L
i 1 1 ! e) OueHKa puCKoB I h) OueHka puckos ; OueHka
i L 1 nepes NPUHATUEM Mep OueHKa j nepeg npuHATMEM Mep iOCTaTO'—IM
b) ¢) Boamo e ~d) BosmoxHble 1 TTpORXICD. ‘ puckos g) Heobxonu.uble j lpetocTopoxHoam T bIX i
MOXHbI . L.
a) Puckn NCTOUHUK ! nocnegcteus/ TeXHUYecKune Mepbl i puckos j i) MNMposepka
| puckos puckmn 1 CooTBeTC  MPefoCTOPOXHOCTMU ' CootHeT
1 CTeneHb Beposa'- ' TBUe CTeneHb BeposaT- cTBUe
>'wicpba I HOCTb TpeboBaH yuiep6a ; HOCTb 1 rpe6oBa
1 nam ; HUAM
f Fomomomn oo t
. C.yema obecneyeHuns
i HenpasunbHble ' > ) 1
i 6esonacHocTu npubopa !
i napameTpbl nasepa Mposepka
1 Bnokuposka asepu. o
1 n3-3a Heucnpas- Mepepo3npoBKa . KOHTPO/IbHOWA
KHonka aBapuinHoro
Horo MO u/nnm Be3nkynbl Kputnye- | . MMNypP Kputunye- Hepgony  Yposne- CUCTEMBI C
7. Nasep CnyyvaiiHo * ocTaHOBa nasepa.
annapartypsbl n/vnn wpambl cKast . " cKkast CTUM TBOPUT. NOMOLLLbIO M0
o HafieXXHbli CUCTEMHbI
| (HenpaBuWNbHbIA Ha KOXe . Mposepka
1 610K C coBpe.MeHHOM
BbIX0[ U3 " . nasepa.
cMCTeMBbl) onepawnoHHON cmﬂfzmom
(KOMNNEeKT YepTexen)
KHomnka ocTaHoBa nasepa. MNposepka
MospexpaeHune .
1 Bbikntoyatenb nogaym KOHTPO/IbHOW
HenpegHaMepeHHO rnas, BesuKysbl KpuTye MIAMYP . K o H CUCTEMbI C
. - o NUTaHNA, KHOMOYHbIN nTuYe- egon
1 8. Nasep e BK/IOYeHMe UMM Wpambl cKas CnyuaitHo pc " Aony e o
o Kas CTU.M nomMoLLb
1 NasepHoli cucTembl Ha KOXEe. BbIK/tOHaTE b, PEXUM w
1 0XWNJaHUSA NPU BKIOYEHNUN Mposepka
Mepefo3npoBkKa
i 4 NUTaHUA. nasepa
,,,,,,,,,,,,,,,,,,,,,,,, 1
HenpasunbHble
napameTpbl nasepa KOHTpPONb LUK.TYECKUM
MepeposnpoBKa P u Mposepka
13-3a HeaepHoro- M36bITOYHbIM KOJOM C o
. Be3ukynbl Kputunue- MMnyp Kputunue- Hepony MMMYP | KOHTpoONbHOW
9. Nn-jcp CYHTbI3aHUA , C.ayuasivo 1 * no.mowbto CMNM3Y. .
N'N.31 LWpambl cKast . cKkas e3nm * cucie™»bl ¢
AaHHBIX NN Hecy- [iBoiiHOe ynpaBneHune
Ha KoXe nomouybio 1 {
wiecTeytouine faH- [aHHbI.MWN.
1 Hble B [13Y

'MUHUMabHBIA NPaKTUYECK NpruemMsemMblii ypoBeHb prcka
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Pepakumsa: D

b) '
n 4 B0O3MOXHble
MNCcToYHNK
NPUYKHBI

puckoB

1 a) Puckn

1

I HenpaBunbHble
napamerpsbl nasepa
nocne 3ameHbl
npaiBepa guoaa

10. Nasep

HenpaBunbHble
napameTpbl .nasepa
noc;ie 3amMmeHbl
i'0.iI0bKii nasepa

11. Nasep

HenpaBunbHasn
pa6oTa npusoaa
auoga.
HenpaBunbHble
| BbIXO/Hble
1 napameTpbl (TOK
I UAN WUpUHa
I umnynbca)

12. Nasep
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VneHTndmKaLHOHHbIA Homep: MMo/13/05/07-06

VINCHTU(UKAANONHBIN koato n.

d) Bo3mMoXHble
~ nocneacTensa
1 pucku

1 « \

l

Mepepo3npoBka
MoBpexaeHune
rnas, aesuk) nbl
n ujpaMbi Ha
KOXe.

MoBpexjeHune
rnas, BesnKy/bl
1 WwpamMbl HW
KOXe

| Mepepo3npoBKa

MoBpexaeHune
rnas

e) OueHKa p1UcKoB
nepe:] NpuHATMEM MOp
Mrenocrp.

CTeneHb BepoAaT-
yuwepba 1HoClb
C.TTyaliHo
Kputunue- .
C.TyyanHo
cKas
Kputnue- .
Cnyu4aiHo
cKast

MecsiLU ' feHb-HOMep

n
OneHkKa
pLyKOH g) 1(eo6x0numMbIc
TeXHN4Yeckue mepbl
Cooreetc NpenocTopPoOXHOCTHU
rsue

TpeboaaH

nam
‘WA

OTcnexnBaHe BENNYUH
| npueofa n N.'"MpuHbI
mMnysbca
j 3ddekTnBHOE cbepexeHmne
' BaHHbl.X Na3epHoOli ronoBKM
; ¢ nomowbo SCMM3Y

MMnNyp

| OTcnexusaHue BeNYUH
npusoja v LUNPUHbI
nMnynbea.
3 heKTUBHOE COXPaHEHUe
[aHHbIX N1a3epHO ronoBKM
¢ no.mowblio ACMMN3Y.
3 heKTUBHOE COXpaHeHue
NaHHbLX Npuaofja anopa c
nomouwbo SCMM3Y.
Perynuposka
PYVNKNNOHUPOBAHNA Mnoche
3aMeHbl nasepa.

MOMyP

KOHTpONb L4NKANYECKUM
N36bITOYHBIM KOfOM C
no.mowbto 3CIMN3y
[BoliHoe ynpaBneHue
AaHHbI.UM

BnoknpoBka gsepu

MIMnNyp

FB 7302 RAaC 60601-1-4 MeDioSiar
1590 Vs. 06 MMol.30507-06.doc

;0 .
b) OueHkKa p1cKoB OueHka
Hepon NPUHSA 1Mem vtep 0CTaTOYH =
npexx.Topo/Ko-kim bI\
, pyuckoB j) Mpoeepka
(™ooTBe'; \
, CTeneHb BepoAT- ] cTBME 1
ywep6a HOCTb j Tpe6oBa
HUAM 1
; ! MpoBepka
KOHTPO/IbHOM
CUCTeMbI C
Kputunye- Hegony Yposne- nomoujbio MO
cKas CTUM TBOPUT VIHCTpyKUMA B
pyKOBOACTBE MO
aKcnayaTaymnu.
Ob6yyeHune
nepcoHana.
I MpoBepka
' KOHTPO/IbHOWA
I cuctemsbl ¢
Kputuyo- Hegon) no.motubto Mc)
CKMsA CTU.M WneTpykuyus B
P'.koboncrae 'H’'
I oaKcnnyartauuu.
I O6byyeHue
i iiepcoua.”".:.
Mposepka
Kputunue- Hepony MIMnNyp KOHTPOJIbHOW
cKast cTUM CUCTEMbI C

no.mowbto MO.



Pepakuwna; T)

a) Puckn

3.4.
HepocTaTtoyHas
nogaya unu
ohINHYeHNE
nogayun Bofpl
oxnaxgeHus

'MUHUMANbHbBIA NPaKTUYECKU MPUEMEMbIN YPOBEHb

b)
("ECTOYMHMK
pUCcKOB

13. Nasep

1
Oxnaxge-
Hue
annamKaTo
na

—_ -

2.
Oxnaxpe-
Hue
annamkaro
pa
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c) Bo3aMoxHbIe
NPUYNHBI

HeonpegeneHHbIi
pexum paboTbl u3-
3a 605 NpoOTOKO-
na 12C BUS
HenpasunbHas
paboTa ABYX To4yeK
perynmposaHus
3/1EMEHTOB
MenbTbe.
Meperpes.
HenpasunbHas
VMHANKALMA Unm
OTCYTCTBME
[NaHHbIX 0
perynnposke

Maemiund |1ka1t(OKi11>1 M itOMep:

d) Bo3MOXHble
110cncncrHng
pucKm

MoBpexneine
rnas

Mepeno3npoBKa

Be:Tukynbl n

LipamMbl Ha KOXe

TemMnepaTtypbl.

HenpasunbHasn
pa6o la aByx To4ek
perynuposaHus
3/1eMeHTOB
Menwtbe.
MepeoxnaxpaeHue.
HenpasunbHas
VMHAMKALMA unn
oTCcyTCcTBUE
faHHbIX 0
perynnposke
Temnepartypsbl

OTek npu
KacaHum

pucka

UNCKUT!

NP,

13 0s ONMO6
KaumnanHblii KOMON Mecsu/aeHb-nomep

e) OueHKa pucKoB (o]
rncpe.l NPUHATUEM Mep Owue;xa
1Tpesoca)p. pucKoB
Coo3BeTC
CreneHb BeposaT- | TBUME
>wepba HOCTb Ipe6osaH
I nam
| Kputnue- . I MMONyP
cKas CnyualiHo
HesHauu- " MMNypP
TeNbHas Ne""YNaliHo
Kputnue- . MMONypP
cKas CnyyaiHo

£) Hcob.xogmumble
TexXHMUYecKune Mepbl
HPENIoCTOPOXHOETU

MpoTtokon 12C BUS ¢
coobLeHnamn o
HencrnpaBHOCTAX

lMocTossHHaA nposepka
TemMnepaTypbl BOJbI
oxXnaxaeHus

lMocToAHHaA nposepka
TemMnepaTypbl X0N04HOWN
CTOPOHbI annankaropa,
lMocToAHHaA nposepka
noToKa BOAbl Yepes
annamkartop

MpoBepka 06w unx haiinos
no 3afiaHHbIM napameTpam.

MocToAHHaA nposBepKa
emnepaTypbl BOJIbl
oXNaxpeHms.

1llocTosAHHas nposepKa
TemnepaTypb: X0N04HOM
CTOPOHbI annankaTopa.
lMocToAHHaA nposBepKa
noToKa BOJIbl Yepes
annamkaTop.

MpoBepKa 3afjaHHbIX
napaMmeTpoB MOTOKa BOAbI.
OTpaHuyeHne cnocobHoe)un
OXNaXAeHUS.
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h) OueHka puckos OneHka
nepeg npuHATE.M Mep ocraToyH
ijpc3oaqalorixm b\
pvckoB
Coo reer
CTeneHb BepoAT- i eTBUE
, yuep6a HOET b * rpebosa
Kputunye- Hegony MFIFIYP
ckas CTU.M
Kputuye- Henonx
cKast CTUM
Kputnue- Hegony  MMMYP
cKkas CTUM

j) MpoBepka

MpoBepka
KOHTPO/bHOM
CUCTEMBI C
nomoubto MO

Mposepka
1 KOHTPO/IbHOW
j cuctemsbl ¢
1 nomowbio 11(1

Mposepka
KOHTPO/IbHOW
cUcTeMbl €
nomouybio MO.
Mposepka
TemnepaTypbl



Pepakuna: D
a) Puckun MCTOYHNK
puUcKoB
1 Nasep
3.5.
XpaHeHue/akemny
atauusa B
HenpenHasHa4eHH
bIX YCNOBUSAX
oKpyXatoLei
Py Y XpaHeHune
cpefbl
B
| ycnoBusx
| noBbIlWeHH
ol
BNaXHoe:
3.6.
Hecos.mecTu.mocTb ~ HeTt
Capyrumu AaHHbIX
npuéopammu

+M1HUMaNbHbIA NPaKTUYECKN NpUeMIeMblii ypoBeHb pucka
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¢) Bo3MOXHbIe
NPUYUHBI

TemnepaTtypa
pagnartopa
C/IMLLKOM BblCOKast

KopoTkoe
3aMmblKaHue B
npubope n3-3a
yTeyek B
COefiJMHEHNAX
npubopa

HeT gaHHbIX

MpaeHIndnkanmoHHbIA HOMep: MMo/13/05/07-06
MNeHTU(DUKANNOHHBIA Koa/ron/mecsn neHb-HOMCpP
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N X 62366/EN 62366; 2008
MegunnnHck'ne nmenunsa

a 73523 1[)«CKINPOBNVHE MEeAULNHCKAX UMEANN Cy4eToM AKCUAYHLLNOLW N )
NPUrogHOCTM pi
Vingexc NacuTudukaunoHHblii Homep: /,1/201 1/03/31-01 cTpadmua 1 ug 15
Acariam 1 . o Cl 77523 EN6233J6MDS
KL MoeHT'uT|inkaunwkblii kog/rog/.mecHinad||,.1romep
1594 V.,,01 Z1-201 S-03-31-01.rtf
if- @BBIMAUM .. eeieeeee et reeeaeas ; 31 mapTa 2011 r.
JILee KOSIMYECTBO CTPAHHH .ovviiiiieee e LIS
i'  VenbratensHast na6opatopus . ,Ascle|)ion lascT 1lecliriologies (iHbW
7 SaAlle. e, . ; 07747, 1, Nlena

bptoccencp wrpace, a. 10 (lirassekr SlraBc 10, O ‘17 (cna, Deutschlanci)

VicrbimaHve nposen: :29.03.201 I r,...... [On,mme])manH [ (W1npcl,/
i [ata ! Nmsa Mognucb

Ony6/IMKOBaHO: 31.03.2011 r. KaTuai / Inognuce/
[aTa / Nmsa ‘ Moanucb

{ewmyeckne |pcboBaHHA K UCHbITAUNUM:

Tan/iitir....cooeoereneiee, IEC 62366:2007 (ecl.!)/1:M 62366:2008
I'llpoiicnypa ucnbiTaHui :CB

' JeclAHAA(NUTUPOBAHMbIA METOA

4 1lbirary| : llaHHble OoTCyTCTOYIOT
|<kpm1oraeia 06 nciibitanun Xa : 1EC62366/1
AATiBUrCnb ®opMbl oTMcra 06 ucHbiTsummu :'I'UV Uheinland Product .Safety CbiHON
|*n(nHan ®opmbl oTyeTa 06 UCNbITAHUN : latuposBaH 2008-07

CTOHLLWIA OTYET He ABISIeTCA CEPTUHULUPOBAHHLIM OTYETOM 06 UCMbITAHWH A0 TEX HOP, NOKa OH HC ByAeT noanucaH
eefiNaBuTC/IEM NabopaTopuy ¢ NpaBoM MOBEPKU U aTTecTauun INnMepuTenbiibiX L(LWEOPOH Y MPUNOXN i K
pludmumposanHoMy CBuaeTenbCTBY 06 UCMbITAHUK, BblAaHHOMY llaunoHanl.HbiM cep i H(|WunMpyLwinm,m opraHom B
btecty'reum ¢ IECEE 02.

nvcaH/e nccnegyemoro obparHa . JJlazepHoe yCTpOMCTBO

|BpL)Bas mapka : McDioStar SE 159
(ycoBepweHcTBOBaHHasA Mogenb iVicOioStar X 1'HiiX i 153x
( BUNErenbCTBO 3KCNNYLW aHUOHHOW HP T (LLHoeT H
cyliecTBYyOL e U3[enus:
N3 7351! OTuet 2011 McDioStar X I''miX /1 2011 0.3-28-02)

[pBUTBOOMTEN B : Asclepion Laser Teclinoloi>ics
NUKIcM./Tvn
oc

MUMMbI HAECCHWS U3MEHEHWIA B (hOpMy; MepHas pedakums

pMiaLLllHa eneLmanMerom Ho UCCNeaoBaHUsM U pLypaborkam: dopma Mposcpcua 1 yTCPX/cHha MEeHeKepoM HO KauecTsy;
Aw n, 111rpaiit Moanuck 25.03.09 /o lume rioanmci>

(1. Stick) (K riiieme)

Gamunuu Moanuce [ata Pamunus Mognuce
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1KC 62366/EN 62366: 2008
Mep UUHHeKVie UTSeN AN

U 73523 MPpOoeKTMPOHaHNC MEAVUMNHCK:UX U3AE/NIA C YHETOM _T|CCrUTyaTaHVUOHHOM
(t pUrogHocTn
Unaekc VIoeHTUMKANMOHHBIN HOMep: Z1/2011/03/31-01

(«anKumm’ A Wse(Nudpmkannonubiii Ki)n/l0s/mecsH,nensb-nomep

JHTKIW oi'iei 06 neHbl | AHUK:

I 1 lenbMHVe BbINOMHEHO (HA3BAUNC wenw rimun w Mecro npoBefeHMH HCMbITaUNH;

Asdepion Laser Tedtnologies
D-07747, 1epmaHus
r. VleHa

bptoccenep LwTpsice, 1. 10

* N
L onfp\Tn
crphanya 313 15

3323 FN62366 MDS
14 V.0l 71-2011-03-31-01.1U

(iiriisscler Strafk 10. 07747 Jena, Ocuischlaod)

JUTKHA0TYEro COOMOACHN HaLUMOHANbHBIX OT/IMUMIA:

>eerka co(N BCTCTBMSA COr/lacHO MeXXayHapogHoMy cTaHaapTy KN 62366:2008
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n;:r62366/1':m 62366:20041
Megununmnekune ntaen ns
(1 73523 MpoekrnpoBaHWe MeAULUHCKUX U3JENUA C YU4eTOM >XKEH-YyaialLlHOHHOW
NPULOLHOCTH

bipanTw 5u3 15
a 735"! I'N62366 MDS
NOox V,, (il /1-201 1-03-31-01.rtf

Nanekc NeHTUGUKaLNOHHBIW Homep: /.(/2011/03'31 (U
pegakuun: \ Vpen' TU(Nmka(,(vowibiH wTA/10 4."MecALpae(3b"Homep

bwHbIiC 06 nccnegyemom obpasye

knaccupukaymm yclam(wkm n nCllnsioHallux

i(onknwyeyne nutanns

*€/1I0HMA ncnonbloBanunn

OKpaLLCKUS. UCNOMb3yeMble » JAarTHOM 0TYese

YKCnAyaTal|i011Has UPUL0AHOC3b; Mmb Ovanns [)Uckoo: mn
WHrepdeiic uonb3onatcna: 11 Yupaunenme puckamu: 1™
MepBuuLan ouepaTuKHNA QYHKLUMNA; POI'

Po3MOXHble peiueiimi N0 COBOKYNHOCTW TEeCTOBbIX AaHHbIX:

COHOKYMHOCTb TECTOBbIX faHHbIX He OTHOCUTCS K mccnefyemMomy obpasuy :/1,anHbie o3eyTersyku (N/A)
nccnefyeMblii o6pasel, COOTBETCTBYeT Tpe6oBaHMAM :(ooTtBerctBye3 (Pas- P)
nccnegyemblii o6pasel, He COOTBETCTBYeT TpeGoBaHUSAM : He cootBetcTByeT (1 ail, 1)

jlctibizaHne

lata nonyyeHusa uccnegyemoro o6pasua

laTa(bl) NpOBefEHUA UCNbITAHUIA

4)6Ly|ic KOMMeEN rapum:

Pe3ynbTaTbl McnbllaHuii, pcACcraBNCUMbIC B HACTOALLEM OTYeTe, OTHOCS resa TONbKO K MccnegyemMomy o6pasyy.
Mae3051WMH OT YeT HC MOXer 6bITb BOCH[)Oon3BeAeun, 3a UCKAbIYEHMEM KONUW B NonHoM 063.eme, 6e3 mtci.xieHiioro pa3speweHus
ia6ofmTopnH, nmeto el NnpaBo ocywWecTBAATbL NOBEPKY W aTTcerayunio,

«(cM. MpunoxeHue JV»)» OTHOCUTCSH K LONONHUTENbHOW MHGpOPMaLUKU, NPUIAraeMoil K HACTOAWH-MY OTYeTy.
,<(cM. Ts6nMLYy B KOHLE AOKYMEHTAa)» OTHOCUTCS K Tabnuue, npunaraemoil K HacTo!HLEMY OTYeTy.

U HacTosileM 0TYeTe, TOUKa (3ansiTasi) MCHONb3YCrcA B Ka4yecTBe [ECAT MYHOTO pasfennTens.
MepeyeHb UCNbITATENbHOTO 060PY3H0BAHUS JO/IXKEH XPAHUTbLCA B apXMBe W A0/DKeH GbITb goctyneH gns u()ocmorpa.

HactosawuniA OTUero npoBefeHUN UCNbITAHUR cofAepXUT o6wme TpeboBaHMA 6c3onacL0CcTH, icacaiountecii TKeHNyaTayMOHHOM
OPMUTOAHOCTN Meanuunnckoro obopyaoBaHuns.
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IKC 62360/('N 62366; 2008
Me,ﬂ,l/lLl,I/IHCKI/Ie n3penna
Cl. 73523 11])oeklnpoBaHMe MeNHLUNIICLUX NIACANKA C y4YeTOM OKCNAVIN SUUOHWNOI

NPUTOAHOCTHU

Vhpexc ViBeyTUdMKanmnoHmbIii nomep; //1/2011,111/31-01 i rpahna 6 V6 15

(‘caakuum: N W cirrua)iikawm>111 biid Ko.Jy 104/ Mecs i0'AC; n,- MoMC|t Ll 62366 MD3
N4 V;.() /1-2011-03-31-01.rtf

1)6Tas nHpopmauun 06 :NACAUN:

Crieyndmkaumm MeDioStar

Mo;w n. nnennsa 1llanonbiwH \cnwo»Ka

Jlncnnen 8.4" »u/1Ko1<pUCT<LLAOYECKMN N .YnCKnei
I’'vKoiioac ruo onepw iop;i CeHCOpPHbIN XpaH

OxnaxpeHune 3aMKuyn,ui icoiiiyp wyTpciLlLCIY) o.x. yaxacumnm
Koimcinop encn cmbl 610KNPONKKN 5B/10 MA

namKoit

Hecnorcnuuium.Hrw KonTakTuak rpyHHa pene
Makc, 24 /| A (YaMbIKWOWMNIA KOHNAKT)

fonycrumblo ycnoams okpyxaknueb Femneparypu. 15°Clo3U

epc.um aTuocuuenbilWsa H.axuocn, («nayxa: Makc. 41 4. (Kiiii. ieir..aumi ner)
ablcoTa: Makc. 200H ™M nag yponHem mops
Temneparypa: 0“C (o *m)"/m

OTHOCM renmTs LUT.DKMOCTL Nnoygyxa; 10 % to 05 % jkonncHcaunu ner)

365 X560 46,5 mm (wnpnlw 4 <lOJiiiunm Min.icora)
6en pyyek u Acpxarc.nisi NakomcuHUKYn!

npum. 35 Ki

100 -240 nonm Hepc.MCimoro Toka. 30/60 1. makc. | A\

Pacuel;ntcab .CLUKCMManbIKX0o Toka 16 J1, cpc.uncc HoctoHc.nnoc pHCite tcnne
(I (it 60664 1

B MT 1pcacnblioc nanpshkcmuc 2500 B HO apcMs cKauvKa LULIPSX-LHWA

B MN gonyct umoe wwps>keHnc = 300 B nocroanHoru TukK,;

N3genne puupaboTmno .una HCNpCpbILWON paborkl.
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MCC ()2366/1;N 62366; 2008
MeagnuunHckne irme imi
11pOCKIHPOHUHHC MC/MUUHCKUX u3aennii ¢ yiCIOM 3KCWIyS I« 1IIK>I10N
npurogHocTyn

NaeMTUUKALNOHHBIA Homep: //1/201 i/03/31-0l rpanmua 7 va 15

Nncin npmkKaumowiblii Kui/rog/mcca ‘new--Homu1 a . 73523 EN 623Wi MDS
bukay H1iroa u H 15K V .01 71-2011-03-31-0i.rtf

Cneuundumkaymm McDioStar

MHgc.u. jia.tepa BbiCOKOMOTHaW nuogmMam najepHas cetka
iljimm iHHOMi 800 - 950 HM

Knacc jiaic[5u 4

Heo6xoaMMble TaTUTMble OYKKN OT

Jiii iCpiHiro utn> menns 800 -950 Hm D 12135
(o cootmeTeTl'tn ¢ 1-N 207: 2000

"HP’ ilcMcuKOi'o uncTtu ryta ctan/wipTraH)
lplinoJrkurcnbllocTs MMNyLWbCa Makc -100 mc (u jaiiMcHMocin oT pexnma n nakoHe4YHHKa!
3unepTa HMiiyjti.ca Make. 60 [Jx
Yaenna HONTOPCUNUS UMUYNKCOB Makc, 12 1U(H aanncvmoeTu W'pexxmma n HaKOHeYHMKa)
AHamcd Toukmn (LLIKOMCUIIMKOY») crangap|’: 1.T\i0 mm* (STD)
LOMONHW refibHblH: 4x3 MM’ (V.AS)
K\6 mel &11)
I lloipaioiocri) 0 14anacMoil MOLWLHOCTHK f 20
[I Pexxum paltorbl .'uiicpiioro nyva
L .MTM'OpPCXKUMHBbI
iOuiMt’ip nyuyka iiaacpiioio u,wy4vycunsa
Ma NbIX0AC HAKOHEYHMKA CM. .4HameTp TOYKM
1 1-KTHOCII. mioprum
makc. 41 [x/cm™ w{ anameTp Toukn  13x10 MM’
MUKC. 90 JpK7CM  Tp AMameTp TOUKM 86 M
Makc, 210 Ox/cm* 4?) gnameTp TOYKM 4x3 MM~
PacxoxpaeHne My4yka H« MbIXOAC
HaKOHeuHMKa (MogHblit yron. 1/en) TN 400 Mpaj (<" nakoneyHmk S'I'D
Iun 700 mpan iill HakoOHeYHUK | A
Tun 600 mpan N HakoMeyHuUK VAS
Jdon.'-et nxioe MUHUManbHO 6e30HNCHOE 3B M
paccTosiHMe Nnx niaj (e HAKOHEYHUKOM)
Knace yacHUTbI MeH(»N.:lyeMbIx yacTei
t-'i'b
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1ETI 62366/1/N 62366: 2008
MenunHHCKHE U3LC.UHA

n, 7.3 MNpoeKTupoBanHe MCAUMHUHCKNUX M3LENUN C y4eTOM 3Kena)a TAHMOTTO
npuT QITTOC3 I eptf;
NHpekc MaeHTUOUKALMOHHBIV HoMme(T: Z1/201 1/03/31-01 rpanuua 8 us 15
penakuuun. A MacT nhnkHUMCKLW.H! Kon/roa/k!cenn/neHt.-11omcp n LN 62166 MDS

159x V ,(M Z1-2011-03-1i-m «r

OobW Wt IPEBOBN11MA

O6uime TPe60MMNLINA

Mpouecc NPoeKTUPOBAHUSA C y4eTOM 3KCNAyaTalWOHHOW NpuUrogHoeru
Cwmot nu n|KHaBoanTenb paspaboTaTb, 3aJOKYMEHTNPOBATb U PN 7302 .m\Hanin n ) H|Tiuneune
noajepxaTb NPOLECC NPOEKTUPOBAHMNSA, C YU4ETOM XeuayaTanmouHoh |)ucicamH 6060bl-0 M|)S SK Vs 07
npurofHocru. gns obecneyeHnsa 6e30nacHOCTM MaHucusa, Zi;11/02/03-01-< 003 Be3 eTBHe '
nonbloBalCcAa W APYTU.X MWL, CBSA3aHHOW C 3Ken/syaTaaHOHHOH iVicDioSlar 002 10,

iipm of4HOCTbIO?

CoOrBeTCTBYIT /1M NpoLeCcChbl B3aMMOfeliCTBMSA NoNb3oBaTensa ¢
nsfenveM MegULMUHCKOro HasHa4yeHWsA CONPOBOANTENbHOM

NHcTpykuymna fio H()iTMeiieiHHo
1600 99 001 (Ha HCMEWKOM A3blKe)

NOKYMeHTauun, BKAKYAA, HO HC OrpaHnu4ymnBascChb, 1590 99 002 (Ha aiii nniickom
TPaHCHOPTUPOBAHUCM, .XpPaHEHNEM, YCTAaHOBKOW, 3Kennyartaymnei. A3blKe)
06CNyXMNBaAaHUEM U yTUAM3aLmnen? CuorsesctBue VlIi-|,i,)SI',.r 002/11),
2.4
12 OCTaTOUYHbIN puck
ABNSETCA NN PUCK, CBA3AHHbIW C 3KeHNya TaLuMOUNOKA MPLL O0JUOC ibHO FB 7302 \HAa.||H3 n yi.,.aBjicime
nsne.3na MCAOVHLLICKOTO Ha3HavyeHUn, oc3aTo4ubIM, €CNN He 6bIN0 puckamun 60601 16 'x-IDS .SE Vs 03-
npvBeAeHO 06beKTUBHbLIX CBULETENLCTB 06PATHOTO? 7,1/11,0)2/03 01 ( ooibcictune
MeDioSlar 002."10,
13 MHdpopmayna, Kacatowasaca 6esonacHocTu
C yyeTom lOTO, 4ro B Ka4yecTBe CpeACTBa ynpaBneHWs puckamu MNC3pYKLHA HO HPUMENEHNUIO
HCHONb3yeTcA TH|)opMawnlla, Kacalwanacsa 6esonacHocTy, 1590 99 (101 (Ha HOMEHKOM si3blKe)
NPOV3BOAUTENDb MPEAOCTABUA AaHHY UHGpOpPMaLU B npoLecce 1590 99 002 (Ha aHT jtiihcktim
NpocK3NnpoBanmnsa ¢ y4eTom 3KennyaTalyMOHHONW NpuUrogHoe ni A3blKe)
(HanpumMep, NpesyTTPearfjeHns WU 0 LPSHUYUYCTHIA UCHONb300aHNUS, CooTseTc3TTue iVUiiio.Siai 602, W),

yKa3aHHble B CONPOBOAHTENLION JOKYMeHTalU W, MAapKnupoBKe, n3.n.) ,2-4
B (hal'r3e MpoeKTMPOBANUSA C YUYeTOM 3KCNAyaTaHWOHHOW NpuT ognocTH BKA. HaHeceHue Map.y.T, .TOYHbIX

M B COMPOBOAM TeNbHON AOKYMCTITATTUH . 3HATCOB, KaT,’ yKaTane HacToAwWeM
MITuopupoBaHuUC AaHHOW HTH|)opmauunu, KacaTowciica 6c3onacHoOC3 u, NOKYMEeHTe

YUTEHO N06bLIMU AanbHelW UMM (Ta3yMHbIMH CpeAcTBamMun ynpasaeHUs 7302 AHanus v T U.aBNCTTUE
PUCKOM. puckamn 60601 -10 3'U-' St

7,1/11/02/03 01 ( uon-.ci c T.3iie
McDioSlar 002/16. 7.2,2

®aiin NpPoeK3 HPOBAHHH C yY4eTOM 3KeH/lyaTallHOHTIOW TTPUT 04MOC TH

Pe3ynbTaTbl BbINOAHETTUA NpoLEcca NPOEKIHPOBAUUA C YHeTOM TUr735T \ c.i-i.iauelistgkt

.TKCnnyaTauyuMoHHOW n()uroguocTu 3aperucTtpupoBaHbl B haine 61DS Ne.V I v.s.01 Zi 2011/03/29-1

TTPOEKN UPOBAHUS C YH4ETOM 3KCMAyaTaLMOHHON NMPUTOATIOCTH. CooTBesessue Meloo >tar 002.10,
7.6
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1EC 62366/EN 0236(): 2005

MeanH MHCKN e u3gcnms
a ’3523 llpoekTu|)oBanne MeAHLUUMCKUX WU3[eNUA C y4eTOM TKeH/ya3aLUUHHOH noe
npu| ogHocTHU

IP<i<IHk1 9 u3 15
' o'>3EN 63366 MDS
1>9\ Vs 01 7,1-2011-03-31-01.rtf

MHaekc MaeHTUPUKaALUOHHBIA nome(): /,1/201 (/03/31-01
TaunkHwr Ji Nau(rru{|Hwann(>HHblii Kog/ran/mcc;S1.iens-||omcp

I 4l)y| HC AoKyMeHTbl, popMupytowme daiin iipocKTiipoiimimi ®alru1 NpoeKTMpPOBanH-1C yNeTom
C y4eTOM XCMNaya 1ammno11i10/M NPUTOAHOCTM AONSAMNCA YACM.W APYrMX 3KEHNyaTaHNOWHON up'!n ogHoCTH

LOKYMeHTOB U (palinoB (Hanpumep, Gailn npoun)Bo/in Tens, ABNAETCA YNeH.10
KacawlWmnicss KOHCTPYKHUH OACAUS UNK dalin ynpaBneHus CooTsere TBuc VicOiostar 002/10-
puckamn). naBa 7.6

ecM. I(cpeyeHb JOKYMEHTOB, Po|)MH|)yToinuii atn npoeia HpoBanusa c

pi y4yeToM aKcnAyaTayMoHHON NPUTroAHOCTK)
M TMCHeHWe o6bCMa NPOEKTUPOBAMNHA C YH4ETOM Xeunya TaHWOHHOW NpurogHoe! n
Mpouecc NPOeKTUPOBAHUS, C YU4eTOM TKEHNYATAHUOHHO WB 7302 ./lna.'ws n *bpaBneHHCc
NPUrOAHOCTHU, |)aCWHPUCTCA UNN YMEHblIHaeTess Ha OCHOBe [ckaMH 60601eS-6 “1-tS S6 V.S03-
CYTUCCTBEMHOCTU NOGLIX TAMEHEHUA B 3aBUCUMOCTU OT PeTYNKTaTOB /)IT/02,4)3-01 i HO! 0.-I'Cl BHe
aHanusa pUCKOB U BHOCUTCS B JOKYMEHT auuio. . iMcDioStur i
[ 1 I(ECC 1POF.in UTOBAVMNA I' YYETOM )K( tblYATAL110MA0M UBUTOAUN
( neHNpHKaNNA NpUMeHeHUNA
(1()uMeHeHHe UTAENUA MCAUMUUCKOTO HasHauyeHUs B taline MpuMeHeHNe He MCH.U 1A
HPOCKTU|)OBAHHN C YY4EeTOM 3KeHNYyaTaHHOHWOH HPHIFOLHOCTU MeDioSlarS1 1SOx vin.'iHercn
onpeaenseTcs HPOM3BOAMTCACM M BKOYaAET CNefyKNHee: ycoscpu,cliCTBOBAHH.,H MOJEeNbIO

McDioStar X 1/mi.4 t 133x
JlokasaTt enbcTuno
TKeHNnyar;uw (lHHOb HP..,04M0CTH
cyuweeTsytouwero n,n ws;
EB 73511 O3 u4ct Un . :\:ci)ioS[ar
Xr-miX | /,1-2011 03-28-02
H|>caHonaraem1.1CMeNMUHHCKNC NoKa3zaHusa (Hanpumep,
obHapyXunBaemoe, KOHTpPOAMpyemoe, 110Be| aKHHeees NleYeNunK),
aAvanioeTuke mnum t()cgorspawcum|o coctostlie{a) nnan

3abonenaiine(s)); -

NHcTpyKumMa no npu . Hicii.iio
-npegnonaraemas rpynna nauyHeuToB (Hanpumep, Bo3()ac r, Bce,

1500 o() 00 i (Ha H. jm AA3bIKe)
COCTOSAHME 340POBKS, YC/NOBUA); o

= 1590 99 002 (Ha aiii."i. HCKO.a

- npegnonaraeMmas 4actb 3e/1a Wi TUH TKaHen, K KO30PbIM JbI1CC)

fa
HPWUMCHAC3CA u13genne .MeguuHCKOro HasHaveHnsa Win ¢ KOropbiMun o

) ( ooTBeTcTHHC MchioSiar 002/10,

n'nennc KouTak: Upycr; 24
- npegnonaraemMble YC/oBUA UCMO/Ib30BaHUA (HaI'IpI/IMep, '
OKpY)KaroLasn cpega, BKIOYas TpeboBaHMA K rniiietic, yactore
UCUOMLTOBAUNSA, MECTOPAE MOSTIOMEHT O, n o s v v . noje T &
BHPUHMNIL(bI) paboThbl
YacTo ucnonb3yemblie yHKLUN
OnpepeneHbl N1 1 3a)MKCUpPOBaHbl 4aCcTO HCHONb3yCMble PYHKLUMN, NHanor 114110 ,ywpac.g,, i .OJdioSiar
BK/104YaloWMUCc B3aMMOelicTBMe NONb30BaTeNsA C U3JENNEM 1530
MeAWLWHCKOTO0 Ha3HayeHUs, B chaline NpoeKTUPOBaHUSA, C YyUYCro.M B cooTtBeTcT BUH ¢ iiH.00Bi.iimiMii

TkennyataHHOHHOW npuio inoctu? CUCHUpUKaymn

EB 732l Tcxunucckuc
XapakKTepucTuku
McDioStar SE ZI. 10/! 1'IS-i
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Ili;( 62366/t;iN 623(.6: 200<S
MeaNUUHCKNE UYNCNUS
Ci, 73523 MpPoeKTMPOBAH HC MCAVLMHCKHX MWENUA C YUeOM 3KCUAYTATKL LW OR
L)11 ogHOC1N

ijki WAL V) Hj \5

o?,! T L2366 MDS
159 Vs.!)l /N-20M-03-31-01 ,rtf

WHaeke MAeHTUDUKALNOHHbIW HoMep: /1/20! 1/03/31-iil
ncpam. n W veln-v(>vk-auw,sbii- 14on/r(l'meennw/aeml.-LL)mep

MpeT npHKaumMa onacHOCTEW M onacHbl.X CUT yauuil, cHaTauHblx ¢ OKC<ijiya'uuinannoii L|.>ny.guocTblio
MNneHTHPHKaLNA XapaKTEePUCTUK, OTHOCATUXCHA K 6eTonacHOCIiH

NpoeHrnpmnkKaums pUCKOB, ornocawuxcu k OCTOHACHOCTU (Yaek, 1>»B7302 /lHanHa m N TUiT e
amanTa pUCKOB), KacatlWwanaca aKCHAyaTanHOHUOW puckamu 6060i i 6 11.S SK 3's 03
tipm Of4HOCTH, OCyWwecTBAsANacCb B COOTBCICTBUMN C -/N/1t/02,'03-01 -t. (W), i-efcl«He
MeX[AyHapoAHbIM cTaHgapTom tSO 14971:2007,4,2. MeDioStar (Ne2/10

flpii ngemrndukKkaHnum xapakKTepuCcTUK, OTHOCALLUXCA K
6CTOHacHOCTU, cnefyeT yuYnTbiBan, cnepytoliee:
CHeHUMUKaLNLW NPUMEHEHWUSA, BKAKYaAA Hpodu.u,
(wnktoBatena{neun); un
4aCTO HCHOMKTYCMbIC (DYHKLUMN.
(CesynbTa rbl JaHHOTO OHpefCcneHna xapakT c|)Hct uk,
OTHOCAWMXCA K 6eTonacHocTu, 3a()eruct pupoBaHbl B aiine
NpoeKTUPOBaNHSA C Y4eTOM TKeHNYyaTaHWUOHHO HPL OANOCTH.
.3.2 VaeHTU(PUKALMA HTBECTUBLIX UM Npot HOTUPYCMbIX onacuoCieid Mnm onacHblx cmyaHiii,
MponTBOSANTENb NAEHTUGhMULMPOBAN UTBECTMble UK
npor NOTMpPyeMble OHSAACHOCTYU (4acTb amanuTa [(UCKOB),
OrHocsiwMeea K IXKcwryaTtayHo|Tol ((puronuocrun B
cooiBcictmiH ¢ I1SO 149" 1;2007, 4.3.

NpeHTUUKaumns onacuocTteid yyna onacumocru .Tas naumeHToB. 1'B 7302 .3uanut u ([pamng ;wc
NWiblOB;FTCACA 1 APY TUX NXK b puckamun 6060! 16 oiK.s ac. Vs I
bbinu ngeHTUOULUMPOBaHbl NOTUMYHO NpejeKaTyeMble - /,1/1 1/02,'03-01 t ooKu rcT Bue
(tocnenoBaTCAbHOCTU UM KOMG|Tauum cobbITUN, MeDioStar 00,2.40,

TaTparumBawumc nonbloBatcnbckuii nu(e()deric, koto()bic
MOTNN NPUBECTU K OMacCHbIM CUTYyaLunaM, CBATaUHbIM C
MTACNINEM MCAMWTCKOTO HaTumavyeunus. bbina onpegeneHa
TAXecTb nocnegytOiyeitkOBoTMOXMO! 0 BAena.
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11CC 62366/1':N 62366: 2008
MeguuunHcKne nsfenusa

CL 73523 MpoCKT31poBanmMC MeA3NUHCKUX W:34CANIA C Yy4eTOM 3KCNANY3TLiL KU aTLoN
npuUrogHocTMn
MHaekc NpeH tHPMKaLNOHHbIH HOoMep: Z1/201 (/03/31-LU i i[uwmua i1us 15
rKiakHumn' Nncurnpnkanmwwblii Ko~3/n3g/MccHL/ACHC-HOMCP n 73373 TN 62366 MDS
1504 V >11/1-2011-03-3COS.rtf
Mpu ngen tnpukanmnym onacHocTen M onacHblX cuTyauyuii 6binu 2

y4TeHbl CNCAY101LME MOMELNbI:
|tonblounlitens(cit);
TpcbonmaHHSA, OTHOCALWMECA K MOCTaBNeHHbIM 3ajayam;
yCNoBUSA NMPUMEHEHUS;
MH(pOPpMaLMA MO OMAacHOCTAM M OMAaCHbIM CUTyauuam,
n3Bee3 Nas 0 CyLWeCcTBYLWMNX NOMbIOBA3CAbCKUX
MHTC))(helicax M3geNnnini MeEAMUNHCKOLO Masnadcumsa
CXO[HOTO TUNa, ecnn AOCTYyNHa;
npeaBapuTenbHblli cueHapuili NpUMeHeHUN;
BO3MOXHble OWMOKN BO BpeMsi aKcnayatTayum;
eH3yauWHu, Korga Hekoppek4ynas Mofenb BOCNPUATUA
(|J3yHKULVOHUPOBAHUS N3[eNNA MCAMMHHCICOL0 Ha3HauyelWnl
MOXC3 Bbl3BaTb OWMNOGKY NPUMEHEHUS, NPUBOAALIYIO K
BO3HMKHOBEHMWIO OMACHbIX CUTyalUuii; H
pc3yablaTbl 0630pa HONb30BaTeAbeKL O UM3epdelica.
MesynbTarbl MNeHTUOUKAHUN onacHoe3eM, onacHblIX CU3YyaHWUW n
rsXKec3H Bpeda 3aperucTpupoBaHbl B paiifie HPOEKTPOBAaHHSA C
y4yeToM 3KCNAyaTayMoOHHON HPUIO[HOCLIT
OCHOBHble paboymne GyHKLUYN
Mpan3BoguTenb onpeAennn OCHOBHble paboyne QyHKLUMN U
3al)cricr|)upoBan ux B aline NpoeKTUPOBAHUSA C YUCKIM
aKcnayaTalWOHHOW NPUTOAHOCTHN.

Mpuno3kcnuc la ! B Viilidicr»
GebrauclistgUt iMi> m -e\T V.s.01

mZ1-201 1-03-2<) |1

CooTBeici33iie M;!):i>buir 002/10,

7.6

BXxo4Hble mapamMe3pbl OCHOBHbIX PaGounx QYyHKUWM yUYNTLIBAI3
4acTo McnoNb3yemMmble QYHKLUM M QYHKLNUU, 03 HOCALMECS K
6e30MacHOC3N U3LENNA MEAWLMHCKOrO HasHauyeHus.
<neynmdukamua aKcnayaTayMoHHOW npm oguocru
MpousBoguTens paspaboTan cneyudukalmto
9KCNAyaTayMoHHOW NPUTOAHOCTM M 3a0KYMEHTUPOBan ee B
(haiine NPoeKTUPOBAHMUS C YUETOM 3IKCNyaTaLUOHHO
NPUroNMOCTU KaK 4acTb Mpolecca NPoCKTPOBaLUs C ydye3on
IKCMNyaTauMOHHON NPUTOLHOCTHU.

B coo0313e3cTBU3| ¢ 3pcoouamniMH
cncus|pwcaTii

fB 7321 1CX/BIYCL i, ,ti
Xiipairrc|i3icTiiicii

MeDioStar M/ /4/ U(/1 i."iH-]
CooTBerc333ue MeUioStar
002/10,5.!

MMenndmKauma akcnnyasaunouHol iipiiruaiioci n
3ahmkcupoBaHa v aline apockTupoBaH3l3l c yyeTom
aKcnayarammoumnoi npurogHocTu. Cneyundukaumnsa
IKCNAYyaTULMNOUNOA NPUTOLHOCTM MOXET GblTb BK/OYE3H3 B
apyr3c cueyndmkaymnsr
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1K( 62306/1'J1L 62366: i'00S
M e/lw.(umnuck ne un (le-lnsa
c:i. 73523 M poeKMUpPOBAHNC ME3HMULHEKMX U3AENU CyUel M XCnayaTaluHOUHO A
o OAHOC tn

VH.acke Npentudukaynounsl it Homep; Z1/2011/03/31-01 'I"N!“ta 1274 5
pegakuuu' N ;>m ;N (>2366 MDS

NpeH ru(julkayunoTm.!n kopl/rog/mccs ew,.-nomc ; .
AeH rn(julkay ATToA HoAsm P gsuv | /3 2011 03-M-OL.l

(;(lcyndpukannuu (K ttijiyinaHnoHHoW npur ogHoern oKjiiOHaei;
cneundmnkaHn 10 HOHMEHEeHHN;
ocHuiuibie [)aboune dyuk'nunn;
OMacHOCTW M OMacHble cUTyaLnumn, oTHOCALWNECS K
TK-CNAyaTayMOHHOW NPUTOAHOCTH; K
ninccTHi.ie nnwn MporHo3n()yemble oW MGKN akxnnyaTaHHW,
cosiTaHHble C M3fefniMeM MeAULUHCKOTO HalHauycHUN.
( neyndukauHa iKcnjiyaiaHnoHHoli npm oplrocTH onuceiBaer,
no kpaliHein mepe:
eHeHapnWn UCMNONK3OMAHUSA, OTHOCALW MECA K OCHOOHbIM
l)a6ounm hyHKuMAM ob6opyaOBaHMA, BKNOYaAnA;
CHEHapWH Yaclro UCHONb3OBaHNA, 1
pa3yMHO oxupaeMblil Xyawuin cnyvaii cueHapusa
MCNoNbL30BaHUS;
Tpe6oBaHWA K NONb30BAaTEeNbCKOMY MHTepdelicy gna
OCHOBHbIX |)abounx pyHKUMi, BKNtoYyaa re @yHKHUU, KOTOPbIe
cnHxal0) puck;
rpeooBamiH ans oHpepgeneHus, ABNA3eS NN OCHOBHbIE
paboune G yHKHUMN Ney KO NOHMUMaeMbiMn NS noai.Tomiicnsa.
MnaH Banupaunun 3kennyaTaHWOHHON HPU|ONHOCTH
M|)>n3Bogurcnb paspabotan N NpuAC|)kKMBacTCcs nnaHa nanHpaauuna oia.ii.i cocpc loj«ueHa Ha
Banupgaunn 3kennya rasToHHOW npiii ogHoc in. N3MeHeHnax X-Hum-nu XieOioStac
npegycmMaTtpuBao W nii: X'1/mix i’ i53\
FB7351 Validierg c.el. .nschsCgk
XIDSNcX!l Vs.Oi ,J '.0|</0310-1

CooTBeTcTBUE MeniaSliH' 002/10, 7.6
nwobble MeToAbl, NCNONb3yeMble ANA Banupauunmn

XeH.AvataHWOHHOW NpulOgHOCTN OCHOBHBLIX pabounx P yHKIIHA;

Kpn1C|)HH onpenoneHns yCHEWMOCTN BasH LW HH OCHOBHbIX

)ar)Ounx h yHKLUMIA Ha OCHOBE CHEHUMp MKaHUM
XenpayasaHWOHHON npulosHocTu; n

yyacruc npepcrtasutenei npegnonal aemblx nonb3oBaTcneH N/2
Banunpgauuna xennyaTaHWOHHOW n(>uronHoctu, BlL.TonHeunnasa <3 N/
na6opaTtopHbIX YyCNOBUAX :
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IUC 02366/EN (i236(.i; 2(K)8
MenuHnHekne Tnen A
(,'173523 Mpoct W|>0BaHWEe MCAMUMUUNCKUX WwWaennii e y4eTOM necunya rauunwnuwii

MpurogHoe «n

WHpeke hiiCii rudonkanHoMHbI Homep: J11/201 1/03/31-01 (eifiimima 13 11 15

ocaakuuu: J1 Npeltrndukwnowibii kon/roa/mec(y./acin,-Homep me i-N 62366 MDS
15\>. V-.u" Z2J-2011-D3-31-0l.rtf

Banunpanunsa >KennyaTrT|/|0T+o|7| npurogHocrn, BpinonHennaun H

D
MoAenupyemMoi okpyxatuwei cpege :
BanupgallnH xennyaramMmmouHow MpurogHoclW, epinonmeHman o XN
peanbHol cpepge llcnonbJ(usaiinu:
Wnaun Banupgaunun akcnnyaTtaynoHHOW NpUrogHocTun Banunpgauuns 6bina cccp”.biT »y'na »'
paccma fpuBaerT: Ha MsmeunenTun
ciieifapuM macwro ucnonb.ioBanus, un
pasymMno oxupaembie xyjlue cueHapum McnonbuTaTHN
Koropblc onpegeneHbl B cncln)ukaynnm
JKcnaya rayMouHoil NpUroaHoCTH.
MnaH Banupaunn akcnnyaTauMoHHON iipiiroaMocTii n
Tapeructpuposau B paiine iipocKrn|)onaiimi cyuetom
:)kcwlyarannol|l 10 npurogHoeTn.
O PaspaboTka W BUCApenne NONbLIOBATENbCKOTo MHrcpdciica
llpouninoi*ntcnb paspaboTtan v BHELPWUN NONbYOBATENbCKUNA In>kaill lecnbe reo i
WHTepd eiic, kKak onMcaHo o cneynd nkauMm TKCUaya (ayMonHoN  MAEeHNyaTalMOHHUN iSj, ATONHOCTY
NPUTONHOCTU, NCNONbL3YA, NPN HEOBGXOAUMOCTU, METOALI 1 cywccteyuw !t 0 asgcnua:
lexHHicN NpoeKTUPOBAHNSA CyuyelM 3KCUNyaTaLMOMNHOIL KW 73511 Oo0iOji 201 1 viuDioSlar
N)HroaAnocCru. X'l-miXT z1-201 1-03-211 02
I"H7351 Vuliilicrg Gi'brauchstgkt
MDS NcX 1 Vs.Ol 7.1/20KN13/2y 1
t.'oorHeTe 1MNC mMcDioStai' i.lli/ 10,
7.( [
Be|)udnknynsa akcnnyatayumonmHon npm ognocTu
NMpowBonurenb Bepucuunposan BHegpeHne KB @33! Vcritr/IC1 OIH; . ¥
HONMBHIWNTENbLCKOTO UHTEpd elca NAACAUA MCANLHUCKOTO Vs.01 110308 M 6i(/' 1<6)3/06-01
mantTuycuma, Kak yacTb npouecca se|Hlbmkauunm npoekTta Coorse rctbl.e vicU.obtar
MEeANLUNHCKOTO UTAENHA B COOTBETCTBUMN € rpeboBanHUMm 002/10,73)
cneyndnkaumm sakcnnyaTaymoHHONW NPUTORHOCTH.
PesynbTaThl Bepudukauum zapernctpuposaHnbl B (|>aline ¥
NPOeKTUPOBAHWNA C y4eTOM 3KCUNyaraynomHON MPLWONHOCTK.
Banupgauns akcunyataumouHo npurogHoe! un
Mpou3BoANTENb BLINOAHUA Banugauuio akuUlnyaraimoimoii I'IS 7351 Viiliilicrs G cm ‘iiiiclistukt P
upn( OpgHoclu usgenus meanyuHckoro najHaocfiMB B MDS NeXT \-s,Ui /.0i-i 1/03/29-1
. COOTBETCTBUN C NAAHOM BanuAauuu XCNAyaTauuomno floo iBcrciBHi McDminat' LW12/10,
MNpl ognocTn. 7.0
Pe3ynbTaTbl 3apeructpupoBaHbl B paline npoekrmposanms c P

yyeTOM 3KcnayaTaluMOHHOW NPUTOAHOCTH.
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IF.(, <.2J66/FN 62366; 200X
MCOn UnUCk nf In NCNna
t1 73523 MPOCKTUPOHAHUC MEAULUHCKNX WACAUA C y4eTOM 3KCUNYarsiLMoKnom
npul OOILLICTU

CLp/ILLLL
M 192 ;!N 6"366 MDS
150\ .7 $-03-3i-0l.rtf

MHpekc MacnTupmnkaymonmbln Homep: Z(/2(H 1/03/31-01
peaakuun’. J1 Nacw'vpuk;umonnslii K'OA/roa/mccHu/agcub-w)Mep

Ecnn kpuTepumn gonycTUMoOCTM, TafoKyMen i MpoBanHble B NnaHe N/A
Banujaunm xenmnya rayMoHMON UPWOANOCTU, HE BbIMONWHOTCS:
caciiyci npennpunaTb ganuHen w He aeiiciBiia no
patpaltoTke U UMenpeMulWw MONbLIONA icjii.ckoi Ou 1 CP(|)enca;
nnu
ecnn panelleliwee ynyyweHne He upcncraBnacrtcs
npakTUYecKn BOTMOXUbIM, nponTT)nulcne maxert cobpa "b
W MpoaHanuTupoBaTb JaHHble U NUTepaTypy, 4YTolHa
YyCTaHOBUTbL, NpeBbITAEr NN OXMgaemas MeauLnHcKkas
Honbla, npu npegycmo(peHlH)m n(UilmcHcuum, pucknu,
BblTCKato wue in n[)O6nem c iKciuiya iaHMoHHOM
HpV1 OAMOCTT.10.
YT0o6bl OCYyWeEeTHUT b TAKOW wWar. NPOUMTUOANTEN HCOBXONHMO
OLUeHUTb PUCKK, BbiTeKkatoWwne Ut npobaem, eniTanubix c
3KCcnnyaTayWoOHHOW UNTUTOSNOCTBIO.

co fiposogus EJibHAs 0 K/ :MEL'Lnw3s
(n)HpoBoANTCAbIlbIA AOKYMEHT COLEPXUT OCHOBHYIO NHcTpyKuma u@ iip.ix.e
MHopmaunio KacatenbHo cucundnkaumn|l HpumeHenna utaenns 1560 99 001 (Ha MeMbl!. UM .Nb«Ke)
mMeNwluckoro HaTaueuns. 1590 99 002 {|bl iim..0.;yKim
ATbKC)
CooTBcTC iBHe iVUI'rioS, 1 302/li).
2.4
COHPOBOSAHTENbHbIA JOKYMEHT COAEPXUT KpaTkoe oimcaMne
ntgenma MCOMUVMMCKoL 0 mnaTavyeHHSs, NpUHUMNbl paboThbl,
cyuiecTBeHHble (ODHTHUYCCKUE M paboume xapakKrepueTukH, a
aKxXe H[icg|ionaTtacMmblit npodune no.iinosa renu.
FouposonllTtensilbll fokymeHT iiarmeaii na yposHe,
COPTBelC 1Bytowem npod||nw nonbtoBa lens.
COHPOBONIHTENbHbI AOKYMEHT ANsi 060pyN0OBaHUS, MO XeNaHU, N/A
npepoctasnaerca B tacirpotiiom Buge
Ecnn compoBOAUTC/bHbBIA JOKYMEHT H[)UHeJeH B 3/1et0 POMMOM N/A
BU/e, NPOLECC MPOEKTHPOBANHA C Y4eTOM 3KcnsyaTannoHiVH
NPUTOAHOCTU :TO/KCH BKAOYAT b paccmoTpeHne BoH()Oca o Tom,
Kakafa HHDOpPMaHHSA f0/1XKHA 6bITb BbINO/IHEHA Ma BYMSXHO.M
HOCWUTeNe, NN B KayeCTBe MapKMNpPOHaCK Ha UTAeNNH.

ObYYEWWE W OKYUYNL0WWE \2NTELYLN,1bI

BetoHacHoC 1 .)P(|])CKTMBMOE HCHONIbTOBAHHE OCHOBHbIX [)A604mnx NA

GyHKUWMIA 11])cationaracMblM NONbTOBS FefieM OCy Luee iBNseres (TieHiHuibii

npu NOMOLLMN CNefyWNX 4eCTBUR: Tpebyc res

- UPOUTBOAUTCAbL MPCAOCTABAUCT MaTe()nanbl, NEOOXONUMbIE ANA N/A

obyuyeHUns;

- MaTepuanbl, Heo6X0AUMble ANSE 06yUYeHUA, [OCTYMNHbI; UK N/A
npouTBOAMUrenb obecneymBaeT obyuyeHue. N/A
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IEC 62366/t,N 62366: 2008

IR #- VienmiUHCKHt u iiiCJiMii
i, a 0523 M|>0eKTUPOI»AHUC MENUNNNCKUX U»ACAHIA C YMETOM XCNAYTNauMOHNOWN
MOUrOMLLC I n
L. .
nsancke NaocHTudp ukHnumow lelh Humcep: /,1/201 i/03/31-01 LTpa iiiua 13 w 15
xnakyun A Nsaewn nl|(M(;TununHblii Koxy/ro;a/mcy;ai(/acHL-nomep C! 7352 (N 62306 MDS
ISOxVs.ol 20; 1-03-31-01.rtf
ConNpoBOANTENbHbIW AOKYMEHT cofe|)ku riipeniiojiai acmble
Mapame rpbl 06ymcumm.
(I'ckoMensiaunH; CONPOBOAUTENbHbIN JOKYMEHT AOJIXKEH
|>knm)mal b rlpegnonaiacmMmyto NPoOAO/DKUT e1bHOCTb U YacToTy
nono6HoOW 0b6yMeH 115)
Ob6yyeHune n obyyaroume matepmanbl OCHOBaHbl Ha
npegnonaraeMoM MCMNoONb30BaHWW U Npoduae NONb30BA renei.
MepemeT, (OKyMcu 0B, hopMupyowmnx Gaiin mpuckruposanns e ydetom iKciuiyidifouMoiiioni iij>liro;(iiocTTi
12 iliuvoamie /i.<»kymeHTa_ Oepukum,.
CL "3523 LN 62366 Mt)S 159x Vs.Ol ZI-2011 03-31-01 6i
. 7l, 11/03/31-01 _
CL 7364 LN 1041 IMDS ISOx V~.oT 01

1S/11/03/15-02

CL m o KN 60601-1-6 IVIOS 159x Vs.Ol

/,1-2011-03-30 01

FB'*351 Valkliet-o Gcbrauclistgkt "VIDS NeXT Vs.Ol
Z1-2011-03-29-1

Anl la zii FB 7351- Val CebrtglUt MDS - Mauptbctlien FOFs

ZCO"-03-12-1_
Atil Ib 7u | B w351 - Val Gcbrtlkt MDS - -Soltwarc Frgonomie-.Akte

Anl Ic ..: FB "351 - Val Gebrtgikt MDS - K[)urkasa oueHka GUI
Aitl 2 7u FB 351 - Val CJebrtlkt MDS - lHanaTton napameTpos 03-11

FB 73511 0630p 2011 MeDioStar XT-tniXT

Z1-201 1-03-28-02

FB 73511 O630p 2011 An 13

. m1140-28-1) I

*FB 7321 TexHuuyeckue xa()airrcpitcnucH MeDiostarSF Vs02 (074
Z1 10/1 1/18-1

OononHutenbHas nHopmMmauus; ®annbl no AHanu3y M ynpaBienuTo puckamMmu Mpc mtar K4;bl B uia.ic 7.2.2
CoowBeTawuk’ MeDioStar 002/10, "2.2
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CL7360 OueHka COOTBETCTBUSA OCHOBHbIM TpeboBaHuaM EN 60 601-1-6:2007 Ascl .
sclep -

cTpaHuua 1us3 14

WNHpeke pegakumm: NaeHTunkaunoHHblit Homep; Z1/2011/03/30-01
o CL7360 EN 60601-1-6 MDS 159x
C MaeHTndmkaLmMoHHbI kKoa/roa/mecau/aeHb-Homep VS0l Z1-2011-03-30-01 docx
TecTupyemoe usgenve MeDioSfar
HassaHve w/vunu mogens: 159x x=1 .9
MpoussoguTesns: AckncnunoH Jelizep TokHonomkna M'M6X (Asclepion Laser Technologies GmbH)
Appec: Bptoccenep wrpacce, 10. r. VieHa, Nepmannsa. 07747 (Brusseler Str. 10, 07747 Jena, Deutschland)

MpruMeHumblii ctaHaapT: EN 60 601-1-6: 2007 (DIN EN 60 601-1-6: 2008-02)
WN3penna meamumMHCKOro HasHaveHns - O6Lme TpeboBaHWA K cTaHAapTam 6e3onacHocTy - ConyTCTBYIOWMIA CTaHAAPT: SKCNayaTauyoHHas NpurofHoOCTb

MpunoxeHusa
PaccmoTpeHo ,.r'abu .3n.mmegmaHH HKoab.tArOMN Oertann) 30 mapta 2011 . Jnognuce/
ms [arta Mopnuceb
MpoBepeHo: AHTe Ka.uep. .(Antje Ka.tzerj.........ccoeeee. 31 mapta 201.1 . .Inpon.vce/.
Z0%] [ara Moanuck
Tiniw
®upma cosnana ¢ eu;ia.iHGIOM No ncene.WTTLLK.M 1ipaspaboTkam: ®opm;! npobopeHa H UTBopXk (Cu; McHe.DKepod Mo kavectd 5
10.0i.1l . V. LWTpaiiT (: Streit) Gez Streit 11.01.11 r. P, Tume (R. Tmeme) Gez. Thieme i
v Moar :Jata Nvis Mcaw-cb
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1 CL7360 OueHKa COOTBETCTBUA OCHOBHbIM TpeboBaHuam EN 60 601-1-6:2007
Asc>C|.; ¢ *

1VHpeke pegakuyum: NAeHTUDUKALNOHHBI HOMep: 21/2011/03/30-01 cTpanuua 2 u3 14
' c NaeHTUdMKaLMOHHBIA Koa/rog/mecsy/aeHb-Homep CL7360 EN 60601-1-6 MDS 159x
Vs 01 Z1-2011-03-30-0-" docx

npoentndukauns N3o06paxeHne nagenns

[laHHble O NUue, Ha3HAYeHHOM ANA NPOBEAEHUSA IKCNEPTU3bl:
NaeHTudrkayms nuua, OTBETCTBEHHOrO 3a NPOBEPKY MCCNEAYEMOro MU3Lenus:

Nws: a6 3nmmepmaHH (Gabi Zimrnermann) r
pacwundpoBka nognucu (nevyaTHbIMMU BGyKBaMK)

3aHuMaemMasn [O/IKHOCTb. CTapwuii pykoBoauTenb NpPov3BOACTBEHHOrO oTAena
pacwundpoBka noanucu

Ecnu BblWeEYyNOMSAHYTOE NIML0 HE AB/ISIETCA COTPYAHUKOM KOMMNaHUU-Npon3BOANTENS
NccreAyemMoro n3genus, ykaxute gaHHble pabotogatesnsi UM op'-aHn3aunmn, B KOTOPOIA

pa6oTaeT MU0, Ha3HaAYeHHOe A/1A NPOoBeeHUss aKcnepTusb!

OpraHusauunsa

Appec: o

N3penne MeLUULMHCKOTO HasHauyeHus
LaHHble 06 nccnegyeMom usgenuu

MHrrnyka.'-a no Xt "5P0 99 O ~-28

‘“-1 TATUBNOE O 'Oopyno”aHuH
‘— ImobunbHOe obopyaoBaHune

Y-MCH 'C toBfIeHHOe 000PYACOMH. e
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1

OuneHka COOTBETCTBUSA OCHOBHbIM Tpe6oBaHuam EN 60 601-1-6:2007 ;

C17360
|
MHaekc oefakunm NaeHTPUKaLMOHHbIA HoMep. 21/2011/03/30-01
C MNaeHTUUKaALNOHHBLIA Koa/roa/mecau/geHb-Hemep)|

MyHKT, OnucaHune. Tpe6oBaHue

4. O6wume TpeboBaHnA
4.1. TIPUMEHUMOCTb K3NeKTPUYECKUM U3AENNAM MEANLMHCKOrNO HasHayeHUs
O6opyAoOBaHMWe MMeeT CPeAHIOI0 IKCMAyaTaLMOHHY NMPUTOAHOCTb
MoryT nmeTb MeCTO PUCKW, CBA3AHHbIe C 06bIYHbIM UCMONb30BAHMEM B COOTBETCTBYHOLNX
YCNOBUAX UAKN OWNGKaAMMN BCAeACTBUE HEMPaBUAbHOIO o6palieHmns
4.2. Mpouyecc ynpaBneHns puckamu
Mpv npoBefeHWN aHann3a PUCKOB BGbINN PacCMOTPeHbl CAeAYOLWL e MOMEHTHI,
cneynduKauma NOUMeHeHNS
rpou.nb onepatopa
BO3MOXHbIe OWMNGKN 3aKcnyaTayum
C'-eLMNArT. Hble TP.-61BaHNS1 cBsi3ayHble C Bb MOAHeYMeM 3ajau.

ycnrpA3ke/Aryarr  u;-

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

PesynbTatbl, KommeHTapuu

FB 7351 MoBEPOYHbIA aHT -
MpurofHOCTb HakcnayaTauun
Z1/2011/03/29-01

FB 7302 AHanun3 un ynpasiieHue puckamm
60601-1-6 MDS SE Vs 03 mZI/11/02/03-01
CooTtBeTcTBUE MeDioStar 002/10, 7.2.2

FB 7302 AHann3 n ynpassieHue puckamu
60601-1-6 MDS SE vis 03 - Z1/11.'02/03-01-
CooTtBeTcTBUME MeDioStar 002/10, 7.2.2

A

L.
) .
Jrr*
I |

| C17360%060~% 6 MDS 159x

q. 21-201 1-03-30-01 docx

CooTBeTCTBME
[aHHble
OTCYTCTBYIOT

Het



L7360 OUueHKa COOTESTCTBUR OCHOBHMM TReGoBaHHAM EN 60 601-1-8:2007 e et
Asc'cplen
MKaexc peaakumn NREHTHDNKIUNOKHKIN HOMEP: ZV/2011/03/30-01 CTPSHNLID 4 U3 14
CL7360 EN 60601.1-6 MDS 159x
¢ ) UaeHTMEUKALMONHUIA KON/TOR/MECALYAHS-HOMED Vs.01 21-2011-03-30-01 docx
- o ’ ) T T CootBercTane "
MNyukr. Onucanne, Tpebosanve Pe3ynnTaTy, KOMMEeHTapni s Her Rannpie i
orcyreraylor i
H . -
MHDOPMILMA, OTHOCALLEACA X OTIACHOCTAM, HIBECTHBIM ANA CYLICCTOYIOWMX X i '
NHTEPGSACOR *xONEPATOP-NIASNNED NIZLNUA NOAOEGHOIO THNA, ECNK TAKAN WWMBETCR; } ! ;
PeIYNLTATH AHANUID PACCMATPMBACMOTO NHTEPDERCA «ONepaTop-nIgennes;. | X l
i | i
Hncmpysyun no npumesenuio 1590 I !
5. MaeHTHDMKALWA, MAPKHPOBKE M ROKYMEHTALWA 99 001 : : :
ICoomoomcmm MeDioStar 002/10, 2.4 : !
$.1. JNCANYSTARNOHNBIE QOKYMENThE | . i :
MHCTPYXLAS 0O IXCRNYSTAUMA COACPMUT KPITKOE ONACIHKE KINENNS, €10 GUINLHECKAE ifnaea 3.3 X ;
NPMHLIMALY HYHKUMOHMDOSAHNMA, 3 TRIOKE OCHOBHE (HHINMECKME N IKCNNYATALUNDRHDIS ' : l
XAPAKTEPMCTIKN . ; i I
373 @ WPBOPMALKA BRIIOMEHE B TEXHUMECKO® ONHCAHNE, BCAM 04O PPEACABNRET coBoR | : ' | X
{ OTRBNLHLIA AOKYMEHT. , i
1
: i JRCE 7 - TAUNOHKEIE JOKYMC “ui BRINIGHAET O"KCanse " ~ohuns onera-opa Fnaes1.? X
1 ]
) Bpr Yy e WM oF LCRYMC TR MFTUICE L b YRG0 COCTEOT Thyw Lo v . .

PREATC T ATIEACH Y PRSI OROPSTODE

&
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CL7360 OueHka cCOOTBETCTBUA OCHOBHbIM TpeboBaHuam EN 60 601-1-6:2007 o

MaeHTuuKaumMoHHbIn Homep: Z1/2011/03/30-01 CcTpaHuua 6 us 14
AeHTVcUKaY P CL7360 ENI 60601-1-6 MDS 159x

WNHpekc pepakumm
MaeHTudunkaunoHHblin kog/rog/mecsu/geHb-HoMep Vs.01 Zi-2011-03-30-01,doex

Cc
CoortBeTcTBMNE
MyHkT, OnucaHve, TpebosaHne Pe3ynbtatbl, KommeHTapuu Her [aHHble
ha OTCYTCTBYIO™

B MHCTPYKUMM NO 3KCnayaTauun ykasbiBaeTcs Heo6XxoAMMO /M NPoBOAUTL ObyyeHne a Fhasa 1.3 X
Takxe oTobpaxaeTcsa Hasmyve JOCTYMNHbIX BCMOMOraresibHbIX MaTepuanos 418 06yHeHus. ’
6. OWwWuNBKM 3KcnayaTaumm 1 aKkcnayataumoHHas NPpUrofgHoCcTb
6.1. be3onacHOCTbL NnauueHTa, oneparopa v Apyrux nuy,

FB 7302 AHanus v ynpasneHne pnuckamu X

BbJ1 0ocyLlecTB/IeH NPOLEectc NPOEKTUPOBAHUS C y4eTOM 3KCMyaTaluMoHHOW NpUrogHOCTM
(B uensx obecneueHnss 6€30NacHOCTM NaLuWeHTa oneoaTopa U APYrux NuL, CBA3aHHbLIX C
3KCnyaTaluMoHHOW NPUroAHOCTLIO UHTEpdelica «onepaTop-usgenume»).

60601-1-6 MDS SE Vs 03 - ZI/11/02/03-01-
Zoomeemcmeue MeDioStar 002/10, 7.2.2 '

Bbinn yuTeHbl cnegytoume onacHoOCTU B cOOTBeTCTBUM € ISO 14971.

HenpefycMOTpeHHas HacTolika napameTpoB (Hanpumep, AONONHUTENbHAA
Heobxoaumas Tepanus)

HenpeAHamepeHHoe npekpalyeHue Tepanuu’

'm0 i-T-r ,CTT|'CI" '10 oTc6pl "fCm.'Y % U (ner.-, .pylouier- sennasunH-,
nevexue);
, - S - -H, . errvtbiX (- p/rf 1 oU'--0Ch
aKcnayarauum)

. ,PrTn,T ,THA £>-' rnr-'cipi- 'e-.-.ad K,-.-"Try . 1 prapmbl cKe.Np-L0-Mb:lUEY'HCIC
annaparta)'
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CL7360 OueHka COOTBETCTBUSA OCHOBHbIM TpeboBaHusAM EN 60 601-1-6:2007
NHaeke pegakuymm, NpeHTndnkayoHHbin Homep: Z1/2011/03/30-01
Cc NaeHTumKaunoHHbIl koa/ron/mecsau/aeHb-Homep

MyHKT, OnucaHne. TpeboBaHue

NOBTOPAEMOCTb 0AHO06GPA3HbIX ABUXEHUI (TPABMbl HEPBOB U CYXOXWUNIA);

HejoCcTaToYHas KOHTPACTHOCTb M306paxeHus nHopmauun (3putenbHoe
yTO.M/IeHue):

rpOMKMIA LWym npu paboTe (yXyALUeHue cnyxa)

6.2. Mpouecc NPoeKTMPOBaHUA C yYeTOM 3KCNAyaTalMOHHOW NPUTrofHOCTH
6.2,1. O6bwune ceefeHnsn

Pe3ynbTaTbl npouecca NpoeKTUPOBaHUS C yYeTOM 3KCM/yaTauuoHHON NpUrogHoCcTm
3adMKCUpPOBaHbl B (haiine NpoekTUpoBaHus € y4eTOM 3KCMyaTaluMoHHOW NpUrofHocTH

lywec!ByeT oTaenbHbli haiin NpoekTMpoBaHUA C y4eTOM 3KCyaTalyoHHO

M
NPUrogHOCTH
Cait "poe"” ! raHur cy TTV 3kr 'atal™cubnr. [VIATQMHOCTU siB.niie"-'o

[l

OpY.. maokyMeHTC'E u chaiinos

K1, SKOU  cylacTBy A CLLC O U3NY.MSA

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

PesynbTaTtbl. KOMMeHTapuu

Ort: CooTBeTCcTBUE MeOioStar
~02/10, 7.e

* 6peHue npurcéHoc/>/(. n
"i‘rnni'amauuu omerowerocp
mrnji I'ri 7' 11 /eylc-c
* NMIT t..ADicStbi XT-miX| Zi-2011-Ci
2e—CT

Aur |r]; e i

cTpaHuua 7 u3 14

CL7360 EN 60601-1-6 VIDS w'59x

Vs.01 21-2011-03-30-01 .docx

Ja

CooTBeTcTBUE

[JaHHole
OTCYTCTBYIOT



CL7360 OueHKa COOTBETCTBMA OCHOBHbIM Tpe6oBaHuam EN 60 601-1-6:2007 /-5c'cp i« M ]
. cTpaHuua 8 /B 14 i
MHpeke pepakuunu: MpoeHTurkaumoHHblh HoMep: Z1/2011/03/30-01 CL7360 EIE)I 60501-1-6 MDS 159x |
c MaeHTudunkaunoHHblin kog/rog/mecau/neHb-Homep Vs 01 Z1-2011-03-30-01 docx
CootBeTtcTBMe
MyHkT, OnucaHve, TpebosaHue PesynbTta" b', KoMMeHTapumn Her [aHHbe
Aa OTCYTCTBYIOT
6.2,2, Cneyuncumkaymm npouecca NPoOeKTUPOBAHUSA C YYETOM 3KCnayaTalMoHHOM Be3 nameHeHuit B MeDioStar 1530 B
npuUrogHocTun COOTBETCTBUN C TEXHUYECKUM
3aflaHnem FB 7321 TexHuyeckoe
6.2.2.1. Cneuyndunkaynm npuMeHeHna n3fenns 3apaHne MeDioStar SE Z1/10/11/18-1

Mpou3BoAuTeNb NOAPOGHO onucan NpUMeEHeHWe U3fenus B haiine npoekTMpoBaHus ¢
y4eTOM 3KCMyaTalMoHHOW NpUrogHoCcTy

Cneuudpukauna BkaouaeT B cebs cnegyoulee.

MeaununHCcKoe npegHasHa4vyeHue (Hanpvn\nep, COCTOAHME OopraHnsma unu 3aboneBaHus
KOTOpble He06xo,q|/||\/|0 BbIABNATb, OTC/1IEXUBATb, N€4YNTb NN AMaFHOCTMpOBaTb)I

rpynny nauueHToB (Hanpumep, BO3pacT, Maccy, y4acTok Tefla COCTOsiHWe 3[0p0BbS,
ycnosus);

YBC-b FC-Na WK TWN TKaHEW, K KOTOpbIM MpUMeHsie-'ca nsgenue meguunHCKoro
-a4eHnNsa WAK C KOTOPbIM" U3fenne KoHTakTunye-~.

TCr-rrca 'C"v CQuel -I'”

m -X-i'e >&r .-(ucp okpyxacwTp cpngkE, -actoTa ncnonb3cea'-'ns,
-CTcnc.ncxeun- 4'rbuUTbHOCTD).

"Ker or ca,-ue c'6 "CI3UKIALUMIA » KON eHO T 5::-'CTpyKUMio * D npu'.'eHeunto nsgenuns

,/m8/251 |.oBepka NpUrogHoCcT U K
ncnnyaTauun MUG
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CL7360

NHAaekc pepakumu

MyHkT, OnucaHue, Tpe6oBaHue

6.2.2.2. OCHOBHble paboyune hyHKLUNU

OcHOBHble 0a6oune PyHKUMM onpeaesieHbl NPOU3BOAUTENEM U BHECEHLI B (haiin
NPOEKTUPOBAHUS C yY4EeTOM 3KCMyaTauuoHHOW NPUrogHOCTU.

OcCHOBHble pa6oune yHKUMU NErko UAEHTUMUUNPYIOTCS 1 OYeBUAHBLI ANS onepaTtopa

6.2,2.3. IlHpopmauna o mepax obecrnevyeHnss 6e3o0nacHOCTV B COOTBETCTBUN C
ynpas/ieHUEeM pucKkamu

WNHopmauns o mepax obecnevyeHns 6€30NacHOCTM COAEPXUTCSA B CONPOBOAUTENLHON
[OKyMeHTauMn Ha aTukeTkax W T n, (Hanpumep npefynpexaeHus uau orpaHnyeHus
akcnnyaTtauum)

MpeHe6pexeHne faiHoii uHdopmaymeii cnegyeT paccMmaTpuBaTh Kak
HenpeAyCcMOTPEHHY0 ? cr.nyaTauuio-
NPUMEH:SITCA Crncce

1 yrpasneHun p u .nonEeneHHbI€ B nNct "ake U-

a, e "'TH ..,aMOli-;C YCTPYKLMMN
MCV., AC" *r  UuC; 0N1b3). --.ie ..nce
ncousbopactea
'wy--, T e« pn nrarn;- Tl -,-ep re'Kie/vin m
dyk'. X- 'Krr-e<ETTAMM. p|- - U4 3TO3HE NnepemeHHb"

Pr:,.yNbT&Tb: fJAPHC.IT aHa.MW3r r-UCKOB WU NPUMCHAT:US, |4e MOXHO HaliTu aHanus
TMn ¢5 _'C ' ['eil.ne-prH
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OueHKa COOTBETCTBUA OCHOBHbLIM Tpe6oBaHuam EN 60 601-1-6:2007

NpaeHTMUKALNOHHBIA HOMep: Z1/2011/03/30-01
C NaeHTudukaunoHHblli koa/roa/.mecsau,.AeHB-HOMep

Tnoep: .'s.r.yuetn-.-31/cr..nyatryun':;""oii "punng.yac-u.

* A
AT 1P 1«?" 1

cToaHuua 9 u3 14 J
Cuy7360 EN 60601-'-6 MDS 159x

Vs,01 ZI-2011-03-30-01 .docx
CooTtBercreune
PesynbtaTtbl. KOMMeHTapuu Het [aHHble
ha OTCYTCTBYIOT

NeXTVs.01 ZI/2011/03/29-1
CooTtBeTcTBUME MeDioStar 002/10, 7.6

VHCTpYyKUMA No npuMeHeHuto 1590 99
\001 CooTtBeTcTBME MeDioStar 002/10,
.2.4 BK/1. HaHeCeHNe 3HaKoB B
AMCOOTBETCTBUN C yKasaHnem
W/HCTPYKLUMA NO npuMmeHeHuto 1590 99
00", chapter 1.3 CooTBeTCcTBUE

N . DioSfar 002/10, 2.n FF ~302 AHanus3 un
ynpasneHue puckamy 60601-1-6 MDS SE

+ ¢ Ofltar co?.'10, 7.2.2



CL7360

NHaeke pepakumu:
Cc

MyHkT OnucaHue, TpeboBaHue

Pe3ynbTaTbl aHann3a pUCKOB GblM yuTEHbI B creundukaLum aKcnayaTaluuoHHoM
NPUrofHOCTY.

Mpu No6oii oLueHKe OCTATOUYHOrO pUCKa yuUTbIBANIUCL pe3ynbTaTbl BaluaaLum
3KcnayaTayMoHHON NPUrogHoCTU

OueHKa nocnenpofaxHoi nHopMaLymyM 1 MOHATOPUHTA BK/IOYAET OLEHKY
3KCnyaTaunoHHOW NPUrogHoCTM

6,2.3. Cneyundumkaymsa akcnayaTaLuMoHHOW NPUTOAHOCTM

akcnnyaTtayuoHHOM’ npuroaHocTKn
yyeTtom
yuyeTom

cneymndukaunio
npoekTUpoBaHus ¢
npoekTupoBaHua ¢

Mpoussoantens paspab6oTan

3ajjokymeHTuposan ee B (paline
npl'ogHccTn Kak ‘'“acTb npouecca
NPUroaHo-.n.(r Mundmkauma 9KC.;N1y? -'LUMOHHOW NpurcaHccTu MoxeT OblTb awnoyeH-

Apyrue cneuundukaummn)

"nenn® :-kliyne arcD.nvPTaunOHHC/s npurogHoCTU BKAOYaeT;

c'eyndukaymio NpUMeHeHNs;

C"™ cHecTu !'pn ucr.osabacraHnum ob6opyaop.auust (Ha ocHose
PHE.'M332 PUCKOB™

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

OueHka cOOTBETCTBUA OCHOBHbIM TpeboBaHuAM EN 60 601-1-6:2007

NpaeHTUUKaLMoHHbIR Homep: ZI/2011/03/30-01
NaeHTUdMKALNOHHBI Koa/roa/mecsau/aeHb-Homep

A'CiCp <
Ww.-e

cTpaHuua 10 u3 14
CL7360 EN 60601-1-6 MDS 159x
Vs.01 Z|-2011-03-30-01.doex

CooTBeTCcTBUE
JaHHble

Pesynbtatbl. KOMMeHTapun
OTCYTCTBYIOT

W\Be3 nsmeHeHunii B MeDioStar 1530 B

3KCNNyaTauMOHHON]COOTBETCTBUMU CTNEXHUYECKUM |
akcnnyaTtaunoHHcii 3ajaHunem FB 7321 TexHuyeckoe 3afaHue

siMeOioStar SE Z1/10711/18-1



CL7360 OueHka COOTBETCTBUSA OCHOBHbIM Tpe6oBaHusaM EN 60 601-1-6:2007 Frp f>
»

- . cTpaHuua 11 u3 14
2 : ; 21/2011/03/30-01
Nupexc réeAaKuMM AGHTADUKAUMOHHE T HOMeEP CL7360 EN 60601--1-6 MDS 159x

N aeHTUdMKaLNOHHbIA Koa/ron;mecpu/aeHb-Homep Vs.01 Z1-2011-03-30-01 docx

CooTBeTcTBUE

MyukT, OnucaHve, TpeboBaHve PesynbtaThl KommeHTapuu LaHHble

OTCYTCTBYIOT

Ja Het

NporHosnpyemble OLUNGKM 3Kcnnyartauun, ceA3aHHble C nsgenmem mMmeanumHCKoOro

HasHauyeHusi

Cneuudukauma akcnayaTalnoHHOW NPUrogHOCTM ONUCLIBaET, Mo kpaliHeli mepe, X
cueHapuv ucnosb3oBaHusi 060py0BaHNs; X
felicTBusi onepartopa, OTHOCALMECSA K OCHOBHbIM pa6ouum yHKLUAM 060pyA0BaHUs; X
TpeboBaHua K nHTepdelicy «onepaTop-n3genne» ¢ y4eToM OCHOBHbIX pabouunx X
PYHKUNIA:

Tpe6oBaHWsA 415 onpefesieHus, SABASIOTCSA /I OCHOBHbIe paboune (YHKLUM Nerko
NoHMMaeMbIMU ANA onepaTopa,

C'cui'rr- \aumsa sKcnryaTauurr' ol NpUrogHoOCTH 3kN-0™'CUT CChIJIKU Ha YCNOBUS

aKcnnyatauum
[k Frp 'Y K,-U,,.- nry; . YyHOMN -.pi, 34 Y:r-
n'C >-[.rn” * nac < Chi. EL '35 ficbbpkP MDS SE Bepcus 01
- , cc Al nm W - .U c » T qw JPo-u
I ~nel ioa (- ® g, McDioStar 00?:'0,7.9

KOIT.yoTCLVIOHHOM HprOMHOCTA

n s
6.2.£. Barl/l,Cl,%. n q 14a NPUTroOOHOCTMH
r-KCr.nyT-TauMnoHHOM NpuroaHoCTn 1
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CL7360 OueHka COOTBETCTBUA OCHOBHbIM TpeboBaHuam EN 60 601-1-6:2007 Néclep>«n
. cTpaHuua 12 n3 14
VHaekc pegakumnm MpaoeHTUMKaLMOHHbI HOMep: Z1/2011/03/30-01 CL7360 EN 60601-1-6 MDS 159x
C NaoeHTudmkayoHHbln kog/roa/mecan/geHb-Homep Vs.Ol Z1-2011-03-30-01 docx
CooTBeTcTBME
[aHHble
MyHkT, OnucaHue, TpeboBaHue Pesynbtatbl, KoMmeHTapuu Ja Het OTCYTCTBYIOT
NeXTVs.01 ZI/2011/03/29-1
Mpou3soanTens paspabotan v NpuaepxuBaeTcs NjaHa Banufauum akcnayatalyuoHHOM CooTBeTcTBMe MeDloStar 002/10, 7.6
npUroHoCTN.
MnaH Banupauun aKkcnayataLlMoOHHOW NPUrOAHOCTM NpefycmaTpuBaeT cnegyouiee
" X
MeTo/bl, UCMNOMb3yeMble A8 BanngaUumn akcnayatayMoHHON NPUrofHOCTU OCHOBHbIX
paboumnx yHKLMNA,'
. X
KpUTEpun onpefenieHns yCnewHocTn sanmganmm 0CHOBHbIX padboumx PyHKUUIA Ha
X

OoCHOBe cneuudukaLuy aKkcnayaTayMoHHOW NpUrogHocTu,

ydacTtune I'Ipep'CTaBVITeI'IeI‘;I OCHOBHbIX rpynn npeanonaraemMbix onepaTtopos. M3meHeHne yCTpOI7ICTBa

MeToabl BanujaLum ABNSIOTCS KAueCTBEHHbI.MU U KONIMYeCTBeHHbIMU Banugauus CMofenmpoBaHo
npoBoaunach B 1abopaTopHbIX YCNOBUSIX, B MOAEIMPYEMOIi OKpyxatoLleit cpege unu

pc.'., .0HOI cpeje UCMO.Mb3C- BHUS.
N

;aur esKenjr.  W/r- -r- .s-iST 3 ce6A Cr -Al'«-'L-, N3mBHCHCe ycTpolicTe”, NoaToMy'
< j-.¢  t;C) N

ocHoBe'
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CL7360 OueHka COOTBETCTBUA OCHOBHbIM TpebosaHuam EN 60 601-1-6:2007 1
i
WNHaeke pegakumm, NaeHTUdMKALNOHHBI HoMep: 21/2011/03/30-01 cTpaHuua 13 us 14 i
c NpeHTucbrkauuoHHblii Koa/rog/mecau/aeHb-4yomep CL7360 EN 60601-1-6 MDS i59x |
Vs 01 ZI-2011-03-30-01,docx
‘ B CoOoTBETCT 31e !
MyHkT, OnucaHue, 'fpe6oBaHne PeaynbTarhl, KOMMeHTapuu Her [aHHbe |
Aa OTCYTCTBYIOT
crneyucbukaunm npumMeHeHus: X 1
X

BO3MOXHbIX OLINGOK aKcnnyarayun.

pe3ynbTaTtoB aHa/in3a PUCKOB.

MnaH BanuaaLuy aKcnayaTaluMoHHOW NPUrogHOCTM BKIOYAET B cebs cueHapuu
MCMofb30BaHNs, BOCNPOM3BOAALLME YACTO NOBTOPSOLWMECS CUTyaL U NpUMEHeHUs,
onpejeneHHble cneuudukaLuein akcnayaTaunoHHol NPUrogHoOCTH

MnaH BanMpaumMm akcnayaTaunoHHOW NPUrofHOCTY 3a0KyMEHTUPOBAH B (haiine
NPOEKTUPOBAHUS, C YUETOM 3KCNIyaTaluMOHHON NPUIroO4HOCTH.

f 2 Ba.nupgauusa 3KkcnayaTt3uWOHHOW NPUTOAHOCTU

Mpcusecq, bblcnrun 3onuax-. 1 i.-'epcbeiics «orbp<'OC u3,C(.~un->: 1 / 8 7351 Honef.*a Nnp1MaooHoCTN K
‘ocTee"cTh;"., V"Weif-0v ca’.mpaun.' —Pvo''a, -C.UHC nourcaHccT Q' nay!>Truum MDS NeXT Vs 01
n "3r~ 1Ccnr'r~irr-cur
1c W Kk * | 'CYREOTIr-TpC,yo'." ,'X nsMeHpHU,- npoekTa,
o AW.1 ' p,.iQp. “WetinM B ii, 1S, iijj e
9K; m.rya"auuc.H npiirCyCHCC'r:".
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C17360 OueHka cCOOTBETCTBUSA OCHOBHbIM Tpeb6oBaHusam EN 60 601-1-6;2007

n s * ]
*\
MHaekc pepakumu: NaeHTUdUKaLMOHHbLIA HoMep: ZI1/2011/03/30-01 cTpaHuua 14 u3 14
C NaeHTndurkaLMoHHbIN koa/roa/mecsy/aeHb-HoMep Cljsi%gg 5?260016103;23% "g?io(l:igx
1 CooTBeTcTBME
! MyHkT. OnucaHne, TpeboBaHue PesynbTathbl, KommeHTapum Her [aHHble
Aa OTCYTCTBYIOT
K Banugaunm akcnayatauMoHHON NpUrogHoCcTu 6bin NpuBAeYeHbl nuua, He
3a/4eicTBOBaHHbIE HEMOCPELCTBEHHO B MPOEKTUPOBaHNN UHTepdeiica «onepartop- X

usgenves.

——
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CL73.9)

NHpekc pepakumn; C

TecTupyemoe usfenue:

HassaHue u<unm mMopenb:

CepuiiHbliA HOMep:

[OaTta npoussogctna (ecim U3BecrHo)'

MponssounTenb:
Appec:
MpUMeHUMbINA c'TaHnapT:

1[punoxeHuns:

PaccmoTpeHo:

MpoBepeHo-

’5.09 09

14rra
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OnemMkKka COOTBETOBUA OCHOBHbIM Tpe6oBaHuam JIHpeks nebl Coseta EC 9J/42 EEC*

MneHTndKaHHOHHBIM HOMep: MNIo/14/06/18-01

CepUinHO BbINycKaemoe yCTPONCTBO

MedioSiar 1590x. 1393x

He NPUMEHNMO

He MPUMEHUMO

NpeHTudkaumoHHblii Koa/rof-meewb' aeHb-HoOMep

-RL 98/79."bC

mRL 200u/70/i:G

-RL 200M04/EG
-MonoxeHne (EG) 1882/2003
-R1. 200-7 47'EG

AcknenuoH Jleiizep Tekunononxuns Fm6X CAsclepiQH Laser Technologies GmbH)

» **
Asclepi«n

cTpaHuua 1u3 33
Cr735! 93 42 FEC MKKeXT
VOo MMo 140618-0 Ldoc\ i

' RL 93/42'KWG Ha 21 mapTta 2010 r. BKIOYasi nonpaBKu

proccenep Hirpacce. 10. r. NeHa, Mepmanus. 07747 (Briisselcr Straijc 10. ()7'"47 Jena Deutschiand)

AunpckTuw! Coseta EC 93/42,'"EEC oT 14 HioHA 1993 r, 06 M3.TeNNAX MENMUUHCKOTO HasHayeHns’

Il ,u.cn Cl

C! "3."6 G/J1 .McDioSi: - YO!_,~M4021)5-(LN. N

1-3641 X-u.i:.H:cv-Ka> rrHcHka Vsw_ Z!14")40.3“1)1. 1B m51le XnuHH4Ycc.Y,AoueHka .ALX HE V'01 Zj140] 13-01.
'T'-y px 60 82,"-! VS/N'eX ; Vs 02 15140610-M2 C! -33-’ JInsa/lloTUKETKHN

WMS\eX1 V02_MMol4061 Cok. FB7331e Veri Biocoin .M4 /*&X1 HP V02 IHNU617-01. FB 351 Ven MSNeX i

1S90\ 1393\ VOI

M, Ménnen (V T7>jollcr),
Nmsa

/Ha.TnHC oT p\ Y .Ménnep/

Nwusa

"> pu \;up; gk’ I
W. lil'ipaii T .r-u
Vimst Mognuceh

,J_8,Hip!Ne.2.014 r,...
fata

WNNnwve;, oT pyku: 18 nioHa 2014 r.

JOata
rio-':.,. -inoncpe;:;;-  NHe-DK': -yio
25N/.- r. - Thieme)
fata A

,MMi. 140619-05. i'B *3.76 0 uch -a IEC 60601-2-22 \!.X IIP 1S14(K>12-01

.Apanuesl’,

Moanuce

*ronnMcb/
MonHuce

(jc? I'hieme

Mognucs



CL7351 OueHKa COOTBCTCTUHS 0€HOBHbLIM TpebuHaHMsaM [JupekTusbl Cosesa EC 93/42/EEC* Asciepi*n

n n : M;\10/14/06/1X-01 cTPakmua 2 u3 33
NEeHTUHHKANHOHHBLIA HoMep: M;\lo - CL7351 93_42_EEC MSNeX 1

MNHpeke pepgakuunm: C .
NaeHTUPUKaLMOHHbBIA KoA3Toa/Mecsan/aeHb-HOMep V06 M.vTo!41)618-Ol,doc\
HAacHTHOUKanmmn MN3o06paxeHne nsnc.sHa

,1:WHBIC 0 NXNe, MaXa4YCUHOM ANA CLPOBENEHIIA )KINCPNubl;
NpeHTHONK; WA nuna, oTBETCTBEHHOIO ja HPOMEPK MCC.Nen>emMoro n3genns:

vs: MH.ua3.nk Mennep (.Michael Moiler)
paouMm@poBKa W Ar'vcy {NcyATI-;bIMM 6>:13amm)

3aHHMae'r.H: 4)."XHOCTb: MuKeHep-HUN.NNE.H, OF.;e,-a MEeC/IC.30aaMUn 1 pasp;M';arok
paeHXMPOoHKe N10.TUCK

Ic.:m :Irr:!e>"o0 "'a;1\n MC.""y4o He ABNsieTCA €0'P’ Kp4YnaHWNI<-NP<H<3BO 'HTe.NA

I'ee.'ie.Ne3B’1'0 H3[e.1nA. YKaxKnne 3aHLWIHC paquo.3,, eNa M. U opraxxuamHun. H4oropowu pa60naer
'M3H3HC.;'0e Ms  peBefeHus iKCjiep. n

OpraHunsaHus:

' npec:

ITuejlIHC me,3H1LWLIMENY>N) HA3HAMEHHH
06 uce;:e.;ycmO'.: n'.Jc.;un

'l,e:pyKa.-mHO ;Kcl|..on  XK.;. :5>M)PYOm)- slJ--5.1'et)r2014-G.-V-:MbJ'1U)-1)b
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iMBMITiiJhr -\

C1735I OueHKa COOrBCTCTAMA OCHOBHbIM Tpc6oHaHHAM [upck-THBbI CoBeTa 1-( 93/42'EEC* Asciep*ie F]# *

|lacHTYdHK'annonnel M Homep: MM o/1-1/06/18-01 CTpaniua 3 v3 33
ViHneke pefakuun: C NpentudukaynoHHblii kon'log"mccafe'neHb-Homep Clﬁgljaoﬁiogg?ohfimeci(l
lpe6oBaHne AHPeK3NBbI ( 003BCICI BrC ; MpHMevaHHs, OTciyn.iciiHH oi
tyna Upai koc onncaHHe fla 1 Ror g e 1 (san 3aps | HopMbl W/it/H pHekH
1 i npum.
Ne CtaTbs 1
Cdepa npnmeHeHnsA
6. M3genna. Hpegnana’yvennble NPUN3NOAUTCACK; AN , X [aHHble 0TC)1N HynT O6op\ .goBaMHe. 06eCHCUHbablLLIee
1 6e30HaenoCT b paboThbl, He BK/IKOYEHO Y

JICHONb30aanna Y COOTBE-TCTHUN C MONI0XKEHNAMMN
NupckTHNbl FC 89'686/ECC 1 HacTosLWen JINpeKTNHbI.
[O/DKHbI TaKXXe coarBercrHoBaTb OCHOBHbIM Tpe6oBaHUAM
/;0 oxpaHe 3,;0p0:1.9 N rexnnke 6esoHacuoen: J1npek: nBbl
89'686/EI'.C (060pyfoBaHue, obecneHnBaroLee
6e3onacHoOCTb pabon'bl)

J NnocTaBKy H34eNHA.

(" \ij 1bii 2.
OCIIOBMbK’ 1 po6onnHuu 1
W3ne.nnc TakT;." roe.AcT.".naseT C(b"0ii MCXannucckTc "
= o6op" ;iii."ilHe. . cuk'ractc] HUT ro e ’JTIUC” 2a. ,1hlvki.":h,
. mm o1, enH:i;;T oM’
JJtC- Ta'ky i;p. \K' 2\: . YipeGoHi'Hit>i Mput)/ iisiH i
Jiii:zpCKn:3Li 0 nic\;.h.:4cckum 060p\foBab. XK. Yem
!;I'pi.4>':;a!,:i>; ' 'pi;.lo;;,cHii>: 1/litpCKn ;',a;.  mMcnnaummckom

jPhaHHble 0TeKTCTIO 0T IM0.".aH:KH',:e NICTM. H! OTCYTCTBES. /]
J11;peK.1"d' 1 ""CX.HMUYCCKO.M 06i>p>

“Le™:" ,i;"", na.r ,ic er'CTPPiPrnjcT "pcoOBaiaiH-!
plpnnoxenn>; ' J1"Pcarn)iblifCo mcxamn4yecno'-
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CL7351 Owncuk'o OCHOBHbIM rpelNOBIilMWIm Aupek-Tuebl ( oBcta |'~ A -12/El-t * A5ciep ;» n.

A
11ncHT1 Kaw|OuHbIL, HoOMep; MMo0/14/06.18-01
Vnpekc pepakynn: C el I ! P NpaeHTudKauMoHHbIR Kog'tog/mecaa.fqeHb-no.mep I'I.\ZgglMQsl 42 FRCMSXeXT
0140618-0l.docx
EpebosaHHe AHPEK-THBbI ¢ (!X)F:BCICT 1 J MpHMEMaHUN. OTCTYNAEHUS OT
LI HKL KpaTkoe ont":3uuc c o Jmoiler ; ™ (aH.Tap! HOp.MbI ii/ii."iii pucku
' 1 npum 1 i
MpunoxeHune 1
) O6wwue 1 pelfweAlwsa
| Mtf.iHiwncKoro »r.niaue!ma fONXHb 6blThb , MDD 93/42;L!ZL TTb 7301 OTueT No ynpasneHN0 puckamu
ciipocMH]X)»aiibi H W1 0 MA-"bb" b», YO 6Bl NpK F\ ISO 1401 2009 'mIS\'cX": ;ViVk) 1111 15-04)
npegHasHaYeHHOM MCMONb303aAMU B Hajnexalnx yC.NOHWUSA,Y F.\ 60601-1 2006 | .AH.uiii pNCKOB ¥ KOHTPO/Ib HECKOJIbKNX
" T’pu veon\o,m\''4d . ', npu ieli-:;"ecx;N 6(501—1—;,2(0" ) 137302 (cm. 2 1!
NWHWH, onbr.a, uGp;vjouaiiiic A nonw TOUKU LN 6060M-4.1")96tA!:99 i'r FN 60601-1:2006
uoreiitiHrubi'f ‘'unonuonatenclin oHn o6ceculanu LN OU60!-1-6;200: (SLO i3"5-10-D’-!1-1"P0OQI 11 1209)
'‘c M'yacH.u 1 1e nun "He y c<y .1urHu’ ;JI('p<Hr,a V . \Tn-|20f¥ Jp r\IC (L|L|<|-|M-' m
rymnlem: L4L Ta' noHancncm mav 'Tyrux auuy. .'iiooi.ic pucku. I'N 62366.200S (SLG I 5-10-!"i-jI-I>130U4)
CH),K/1'T.bic C ;4';na H nyc.ubbl.: Nano.ub’abAulkx; us.-c.|uu. TR £N 0i-00I-"-Fi'W H
(AT-r; HHM A UMBIMU U \U'TAUIINTE. UCX: V! G " n-FO-;I*-1 1-24y4;"" 11 120",
. mpTHocHVT; nonbT unnncHty nT,TV! c cTorHe'lcriumaTi, 7N/ 0)\' 1> 62?i'4 Vic'>;pSta!
Hblco.'(M'y ; pT a<>li'w!'<bl '.e6cclley-"Hus 003.211~-0!
m .-
[Cio,a Bxnwucc'.cu: |(Z1i 1.02."03-0!)
cmviKe);,;, ;.C : 1 HOJ HiiKliO. ulp- ci 19 1.0(0..1.M<1...AK, ill.i.-KO
iHT'.r'uKkTOBI"!;. ', mi ypomsa !'C"onl., 'T'\ 62"66'?2( A" 'iric'ia’.:" w'm Lon mnc' .on.'umcx' Hpa";. R
|- yiic Mil '1.4. " . ..pak';. m Tmka'" Kk .' .3 C0601-1-6:: r m.olk VI m V'I-iC. :0uyclu.m .nOCTyn k ;unonu's
CT..... 1K d-i; pi,—;i3ht o uC, o'"'..yb,;unc pa.',.0 'Op I 'nnc.wme OIl-'pCOIl.
Nu,.4 (w iC:i: . m ‘ijiipxi.-ieiiia W0a30MNuCHpCIn 11.:Clu:'y-'0 "v.ic.aicicHiic o palolx
'WmciC.! |, n , ;)K:I'I-IZ.
[ ] iiii'iccKi-N 3naHumn. omn-. népasoHNUHA n
‘ecenotkmnb 101, 10 4 Mu cooriicit.;lcH;l0, HN 52366 _00n *C, 73523 1HC 62,306/ HN 6..i6h
| ._koe u || n'3,luccbl., -4ne NPCATAMINC; F\ 6M60M-(r2! (/12" 'IVSI-OD
In . ..oHarc.iweii (MHew Hec Oi.op.MACHUE ANs | N
JHCTpi -1 mccun;ib'-.albl\ mupodcc'  “rlay>umbix # SIp7Uu UM Vit .Ct'V U ynpa:, ii'my.

ABl1o.-:M(); ;tr. icic mAR'-'-'tgoy WM noyrux nansioB.'.Tencll),

pLu 2I’--lJJ
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C17351

OueHka COOTBETCIBUY ochobiii.ivii peltoBaHuam Aupekm nebl CuBeta TI 93.42,'[ FC*

NaelT|puk*anx)T!ein Homep: MNI0/14/06/) 8-01

MNHaeKe pepa.kuuun. i

IIyiiirr Tpc6oBANUC AUPEKTUBI
K'pai koc onucaHune

PelueHus, NpUHATbIE NPU pa3paboTKe U U3roTOBAEHUN
n3nenHl; MENNLLLLICKOrO HasuAYCUNA. NOMKHLL
coe;ij~.eToaaiu npuHumMnam cesenacnocTu, cyyerom
COHPEMENUbIA N™H TKE.UUN H;NKN N TEXHUKMN.
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ne) I T()UKaNNOHHBIN bros,rosi-MmecsiL-neHb-HoMep

CoolBeTtclBHe
Na Het | Hc f lan.japi
' WHM.
|OCcHOBHbIe CTaHAapThl;
i"\' 1ISO 14971.2rM9
60601-1:21X16
H\ ftiv<O--220(C
11-/T 6060 M -1 ! n 1,09
EN 60601-1-6:200:"
Ks T W
T\ 62204:2006
IcN. 62266:200"
'K Qp'pao
.-X 1041:20":X

« * .

Asdepi«r*

cTpaHuua 5 n3 33
(127193 42 Ebl MSNeX 1
V06 MMo!40018-01.docx

MpumeyaHus, oreinnnenmns in
HOpMbl 1 1111l pucKu

FB ’ 30! OTyen no ynpaBneHunio puckammu
M S\e\""(MN.i,. n’ I 15-041
JlHanna piH'Kub  koHTponb Hocke.ibKi;.\
swage.l|;i FR " n0O3 (c\' 2.1)
ITR ; X "Of0 1-1 2006
ifS1.G 12'~5-1M-1:'P-11-PP001 111209)
I’ I'MC TK pnf.pi.".n-1Qr-r
4SLG i’ 7i-iu-i;: -M.PP004)
|trF\ 60601-1-4 1996
I(;ic. ti'c.io.i p.i".pfipf,! ininoi
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‘TR --<w6060).1.71 2007
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<ls]> [S14tJ6i.
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F'Un 12)3 25-0::
U'F ".2524 "'mmr ft2366< 62266
iZ1'20P'02 i-i)l"
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Cl 7351 OneHKa COO/IBEICIBUS OCHOBHbLIM Tpe6oBaHuam Jlupcktuesl ( oseta IX 93,712/ ,KIr* *rom
jA"sclept«i3
haexc pegakumn: C MaeHTUd nKaLyWoHHBI Homep; VIM1/1-1/06/18-01 cTpaHuua 6 ns 33
NpeHTuukaumoHHblii koa/ton/mecan'geHb-Homep CL7351 ¥3,-12 l.ri MSNeX |
V06 MMoH0618-01.docx
'1'pc60BaHNC ANPEKTUBDI
KpaTkoe onucaHue Het HnapT MpuMeyaHus, oTCTYNNeHNS OT
Hopmbl UTITU pucku
C uenbto Bbl6opa Hanbonee MoA.HONALWNY PELLEHUN. |
I'ljrOTiiBiiTc.ia ,K1,bken npumens It cnc:;u KiH:ve nnwnwns! H B ".'502 OT4eT no ) fipae. e1lnio puckamu
|;;ep«a.".e y\le. lbmel LIS upuop.uc..:' O0vJT'F.Vn MDS Si:'(MMiv 11 : ;
MEKMIOYI'Tb. €CAN >.0 MOANMOXKHO. U _VIeHbINA;;. pue.K: 1p\ KM |.U.09| C.L "’ 525 ¥YBefjom.lell;e 0 pusigy
CNTemM BUC.PCHUM emoTueaTu)'.e.alnd  revymH’-ccoTy ! ‘", 60601 -1:21)06 (MMO.-1; i 5-0,3)
1 pewennll Ha aTanay pa3pa6oiKu n niHumsopgcrea: FB 302 .Qwinu3 u .eiiHTpo.li. pucka
lenalnbll< ia oeivT" j Heli*. iivii-'i. ‘1 m r.N6060!-!1-6tZI 11/02'03-01)
1 1;:mH).r!'8  aawwmrw.y - Mmep, B icm Hiieie, nyTem, ! B 7.302 JITUNT 1 .yuirrpa puUcKa
j 06bYarenMro u:)en>npen.MmeMum 1o onnauk ,u. |o000]-!-4 (MMc,/!. 11-1.4-02!
n|ldep\'Hp.-Ha-;, i',-",jo!W Te,iei' 06 ocnrcumnuy 'B w302 .J/lkanna n KOHIpO/ib pUCKa
j p>ieKiL\, KtM'oT!.;e ne yunny!" 6bl;bycrpanenb; 1,r-\" 10601 . 1-2 (13'1! 0! 21-" 1
pA-tip ;:j.or Ciie.,e'i e. oeoba.ug; >awnTu. IM13 7.301 (i:uc: no >Tpas, CUHIO JUCHLIMA
I'MSXc.XrcVIMi  li.n.'I," (»)
b2 VOOITCATTP ita: *. nac:,;" /.- Ici 73:i'. n,\ .McOio,Sla; VOI 71 blO3M.u-Oi
B 730" fVeer no y!'nayncuwo puckammn
!:I\}E V]\_/L).|(T '6-Mn 1l 11 15->K)
W - e
;o =TV, 5411, :2---16-C1’-1 t-Tl'0-U M'gO"
M, . KHMC 12N 0060M-2,200/
- NVE,; €SI.G 1375-n-Bfc-: mw'B04)
A'O00 !-2-'">.:005
. n .0- m1.37.5-1 1-1'P6 »c>
Jif.i i i 3336 0..eukc IF oi.  2-22 AL\
|"\’ "4“1"320“@ lii- i.5140012-01
I li< * 3.4 CBUVA ™. -epkA 'CipOlic:!l.;
4TI 1
FB 7351 Veri : 1 1390\-1 n93y
VOI M,Mol-t061"
CL 7363 I:N
(1s'l 1/0.3,15-01.”
m762 I'M 104 1121rM 15™-
1dS'1 1,°07'15-02) _
| BN e ird
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CL735I Owncmks coorncicTBiiH OCHO11HLIM Tpe6onaF)iinM [1||pek-Tusll CoseT EC 93/42[ 14 »
Asdepii*n
WHgekc pepakyun: C MncuTHd W .-aynoHHbIM HOMep; M,M0/14/06/18-01 cTpaHuua 4 n3 33
M AEHTN(MKALMOHHBIA KON/TOA/N'.ecAl'ieHb -Homep CL73593 42 EEC .MSNeX 1
__ V06 MM o0l40618-01.C10CH
RyHr 1pCBNBAHHC HPEKTHMbI COOTBeTCTBI"'e
KpaTkoe onucaHue la HeTt 1 ( ram.aapl MpHMeyYaHHs, OTCTyNNeHus oT
HOpY1lbl M/HNN PUCKHK
XapaKrcpucTUKH 1 NapameTpbl. NPC.1CraBACUHbLIC B £\ 6M601.1 2006 TR EN 0060 1.1:2006
:?a)nc IN I. 3 KC .[O/MKHBI cnuuumn.ck 1o 7-C 60601-*-."A TOO? @ Cl | -'—‘-iO—P.P-U-ppoOI 13:K)j
,HccooTc/cramk \.i.;ii;:Hv44ii\i ucn:.maHn.km ,; \ ;pcTe> . R' ‘ \l6L'C'0I 277 2003 o
|5¢’KINacHOCN; HHUMC OB W. COOTBCTCY'3CHHO.  si;V ;LM B 'ISI ‘OC.IS"S—in':I'_P [ I%p«—' 2
IroueHHe cpoKa cne bl U4.;ICHIS MCIHMUHCKOro |.'B '-77} OucHken I.EC.606;).'-7 Cavi
HiUii.iHCmia. VKa4aHHOro MpONYBOSIMUCICM. €Cnu U3.".e.;UC HP iS'J6612-ni chiayny
mo Jyclt';;cic-: jjarp\ ):;c. Koudpysa \:0Xc: BOTCN-ny . In- a oliic"
;IC1IMMb30BaHH B 043blMHBLY CCNOBUAY mOo0i-! MedioSiar "m'l
i-! iQSi
( (IHT;0720,)])
U4 oml- "
Ty TRcXo-. -l:21IM
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I )e>ORUC MIpCK'MIDbi C \ . ( Npumeyawn!, oictyn.aenHm o1
[CIEE
U'pHIK'OC (wncsiume Ha FHROT Hopmbl T)MH pHCKM

1'kann ¢/KHUouioj 0 nponcxoxnennm. npumeHsemblie npu
H'iroToiueHHii nancnnii \ie:iHUJiiicKoro H nnavcHus. \

A00XT.1 My, ;. Ndenbl OT XUUOTUBIY. NPOLIC.'MUNX

seTopuHapul.lii konT ponb unn Hu.\onsAwH\ca nog
jBciepmMpiii.iM naanoncuuc?). e \4 c10.MnNpcanonarac.MoH)

Inatw nbuonalls )In.\ rkaHon. YNoNHOMOUYEHHbIE OpraHbl

noaxnbl \pan|nb undopmaunto o rcokpauyeckom

nponevyoXxaenum XunmoTnsl.4. Mpouecc 06paboTku, ,

. Ka'HH >XXun!nnHo»'0 Mponcxoxnc{na He

ypunenum. UCCACNOHaAUAH N NpuUMcnenMa TKaHeW, KNeTok n HCJi0.i».i4 nHem

OCLUECTH XMHO'MOTo NPOUCXOXAENUA .I0JIKEN MPOUCXONN-b

Taknm «obpasom, Yo 6bl 06ecneun b o T MManbHblii \ pli?exc

oeiOiuicnociH |i HacmociM. oeioiilacMocrb » oTuoweww

3up>‘coH u .Tp\l ux nopogaw!nnx--a 6nonornyeckux BeiaccfH

[omkHa 6bnT. o6ecneyeHa n>Tc\! pcannyanmm NPoBepPeHHbIX

*MCTO/IOH YyeTpancnHa Uan MHakanHauumn anpycosa un

npouecca M3roroH.leunus onenum

M3.1cnna me.TwinHickory> {aTnavucHms. nocraBnsieMbic B
CrepunbIB'Y» COCrOYMMUMN. NOMKNH»! 6bIN. CNPOEKTUPOBaHbI,

NYroToB. CHbl M YMaKoBaHbl B 0/THOPA30NYI0 YNAKOBKX.

cTepunnsoBaHbl 1 iuvH'OiOHacma yTBepXAeHHbIM crnoco6om

Tak. 41001.1 obeenoymBaT'b UX CTEPUIbHOErb MPU BUOAE U W3ne.Luc HecTepuabHo.

TKCI1>aTaallo. KOTopas OCHTUCCT BAISETCSA COrnacHo C:epW.1bHME aKCECCYapbl OTCYTCT BSIOT.
nHcTp\ KHA NpUMeHeHMI0, a ?aKxe obecnevynTb

e0b110/1enne CTePUNBHOCTU B NpefnucaHHbIX

HPOWI0.YNTEIE.M YEeIOHUAX Xpanonni 1

TPaHCHOPIMPOBaHUA O MOBPEX 1EHUSA UAN 3CKPbITUA

3alumrHol’l YMaKoBKH. - __
M3penuns, HoCTan.TAEMbIC B C/1ePU.TbHOM COCTOSSHUM,

10.4KH!.! 6b1.TM 6bM'b M3FOTOB.TCHbI U MPOCTEPUSIN30BAHbI 13;pe.ne llectep™tneito.

MPpY NI0UM)TY HANMEXALLIEr0 Y1BEPXKIENHOTO Y}eronu. CrepH luHble akceccuapsl oTeuTe OMOT.

M3penma MCTULMHCKOrO HasHayeHus, nyesiMasHayeHHble

ﬂ,—iﬂCTepVI.TI/BaaI/I{VI. ,qOﬂ)K.HbI VI3F(I)I'—I'aB]1I/IE;aTbCH B W38e.THe HECT eprsIbHO.
KOHNTW.THPYeu1bl\ eoorse'rcTeyto! MMM o6pasom ycnmivmx (iepH.ibHi.ie akceccyapbl otc#uih )\ joi
(Hanpuubcp. 1 OHpenefleHHbIX YCTONMUAX OKP> Xatoblei

cpenbl)
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Muncnma MegMUUHCKOTO nasHaveHu; [OMKHbI ObM b
CNpoeKTUPOBaHbl 1 U OHAEHbI Tak. YTOBbI UCKIK3YaTb
nnn cHoNNTb K MUMINrT\l4. HACKONbKO BO3MOXHO:
pPUCK NONYYOLIS TPABYHN B CBA3N C MX PU3NYECKUMU
ocob6eTwWweraMu. 1 OM Yucre, COOTHOLIEHNEM

EN 6060!-1:2006

oobcM/nuw .iCJH$c. a k HyXXc B8 cesizm ¢ ux pnivtcpHbi.vm W,
B COOTBETrC/IBYKLWILLIX C.44asay. TOFOHOMUYECKUMH
XxapakrepuctTmkamu.

PUCKK, CBA3aHHbIE € palllonaTbHO NPOrno3npYeMbiMiu
YCNOBUAMU OKpYXaBuHel cpeppl. Taknylll kak
Marun'r.ubIiC NoMs. BHCU]MHE 3neKTpuyeckune
Bo3gelicTeus. T.iCKrpnciaTHnecKHe paspsiabl, nanneunve.
remneparypa nam 'a,ole];cw}c naBncmns n neperpyska:
pucku nB\clpuLLTe;0 B3auMOAENCTBUSA € NPU3 UMK
n3gennamm, 06bIYHO UCa0Nb3yC.MbIMU B
1lccnen08nHUA.\ AN .M nas3mavyeHNoro nevyeHns:

PUCKW. CBA3a)LWble C MICHO3MOXWNOCTbIO IN60601-1:2006
I\ NKYMOHUN'tOHaHUA. 06CNYXUBAHUA WIN Ka-LLIOPOBKK
(kak 3caynsc v nyvesaHurramu). B CBsi3u CO c3apcuviem m
13Cnonb3yc:\v>}\ marepuanos nnn noTCpcii UHOCTY
n6oro nsn!cpulc.ibl{or(l nam ynpaenskuue* o
MexanusayLl.

1N 60601-1:2006

i-X 606111-1-2:200?
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, ( C|'hwr N .
IhiikT | p(i?oBI/II‘II/ICLI;L’H)lN’)Kd:I ] fo (v lie CrawapT 11|)11L_|li_\4£;/+||_1!_q._/l_2')|_(_:.m|. (cuHA i
pATKOE onucsArc rpUM. iKipMi.i ii/ii.iii pucku
A3 Vi3aenms MCMnUn(.Koro HasHaueHNst NIOMDKLL)» ObiThb AN bH3OM:2006 TR N 6UAOLL:3006
cnp(KbTupobmH},< 1 113/)roB,/ieHbl Tak. Y14i0b} CBOAUTL K Si ’ 1 37(5) IO_-.'-">)| 1 0t
MWUHUMYM) PUCKN BO3HWKHOBEHMS HOMF L B3pbiBa Npy (Sie. 13751041 )
1IPC/IHA3HAYOHMOM WCMOML30BaHUN COrnacum UMCTPYKnn . o6 i 6
U3roTOMNICNA 1 ke B YCNIOBUAX ETHUTHIOTO OTKasa. ﬁ“;i””v;H%qi?;ﬂ;iﬁlg::ocfﬁmamomb
Oco60e BHUMaHVie HEO6X0AMMO >Ae;Lib )N, IC.|MsM. v en P
npcAnaLLrae.Moc UCrosib30BaHne KOoTOpbIK O\ JIET CBS3aHO C rv 7131 i.0CC VISVEX | VO?
B3auMOoAEelIC! IHOM € »{»CUiaMensik>LLIN\LLICA veLLieentL-M Wi (MM 6b|03i2-01) '
¢ liciuccTBiiMH. KOK*pbIC .MOC>T MPUHECTW K HONOPaHWI0.
0. M3genun MiMitiuiiicKtjio TnRHUUYCcuuM c yHKuneih Tmepenns

Viznenvs ¢ n3MepurensubIMm qoyuKLNS. MU OMKHBI GbiTb
CHPOEIOHP<1HAMbI M U3rOTOB/IEHbI TaK. UMIObl 0GECTICUMBaTL |

fiocTarcyMme iximhoctii. /10CA*BEPUOCTb U CTABU/TBHOCTb
M3MEPEHUI B >ClaMOB/EHMbIX Npefenax ro4MoCrv. Cy4eTom S
nasHaueHvst nsnenus.
Mpegenbl rounocT AOMKHLI BbITb YKa3aHbl UNYNOHUTENIEM
103 Tikass u3.Mepenmll. .MOVHropuLLIa Y UANMBILLNH AO/MKHBI . .
6bITb CMPOCKTNPOHaHbI B CHIOTHETCTBUI?C )pf oMCNTYCCKMMUA tpywknns J33-»epeljus o4c> icuoei.
MpM)LLMNA.MU 1 ¢ ytcroM HasHaYeHUs1 .MC/IULLILLCKOro
v3aenus.
n).3,  VI3vepeHns. cre.lavMbiC Npy NOMOLLW U3Nenuii
Vig;jHUHtCKO4» n;13naveHHs cdpy MKUmeli my?cpems. (PUHKINA U3MEPEHUST 03CY3CTBYCT.
[OMKHbI BbIPXKATLCA B CTLURAAPMMOBLUAN>I C uMnLle
gwsnyeekyill HCMMLLBL coorBere3smMoLLen K>NoxeHs.M
Nupckruebl CoBCia v e 80'181/H)X (1).

PM»KHUA VB.MCPCMAM o ic\rciB > ei.
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(S1,G 1.775-K)-M’-M-P]Mt02)
FB 73.76 Oucmci IFt 61)61)I-2-22 .M.X
111 1S 140612-01

¢ Hasun4yenHewu 1(3nc,ms) na wwwuens'os. iw.ii.joiiaic.iCH n
np>rn.\ .wu. He WCUbIKIK npu TTOM ICTa/lOH/ICHIAbIC
YiX>UHH MBI YCHHA. VcHKOXONIMMbIC JITM NoCTHXEeHUN
nevyebHbIX UM NMaToeTyHeCcKuX ucneul.
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c'lpaHima 28 Hn 33
CL735! 93 ,42. HEC MSNaX I
V06 MM 0140618-01 JocN

Ilpumcyanllm, HI1ii.iCHiiii Hi
Hopmbl /il 1T piU'K'll

HHcrpykums HO HpumeHeHwo. | .aiH.i S. il
IR EN 6060 M 2006

(SI.G 1.175-10-1:P-1 1-PPOOI 111200)
Cl'W 17\ 10-li \il)S 1.'On

(IS-11 Ov 15-02)

C! ~.'56G.\ McDioSuii VOI /.11-102U5-0I

iR CN 6060M  7))iK,

ISI.G 17/5-10-i;i>-n-PP0OOI 111209)
Cl 7261 EK 1011 MDS i59\

(IS 11'03 15-02)

i R IEC 60601-2-22 200"

(SI.G 13"5-10-n>-1I-|>P002)

| 1 7336 Onenka MY 60(i01-2-22 /11,\
IIP ISN0612-01

MHC')'PYKHUA HO HpPUMeHeHwWwo. 1-Hwa 3.
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r7Jsi Oncnk'» CO0L H*50 HUM 0CHOHHbIM rpcluxamuny: InpckTuHbol C'llmcra IX 9J3/42/KIX'™ C.* n
m ‘n* «
. . llnevrmpwyaylwwm.Hl Homep: MAM0/N/06/18-01 crpMiiimil 24 us 33
Mn.K'ke HC.laknuu: C N , M.7351 43_42_EECMSIMXT
1lnclr|dpuk;Tu<mwbl it kKonOofl'Mecay new.-nomep X
VOO \!M ill-10618-0l.doc\

IpclhioHaHuc nupcKruHbl + C(I)Oj HCU T ame ' NpMMCYHNNW, OTCiyil.ICHIIH tn
11> UKL ) fo.u 1 Ww- He Frannap! ’ '
Kpwu i KOC 011MCMC npuM. MOpUN.1 n/n. I puckmn
) w iiiicrpv KYLWM tto iipiiM ciiciinio go/mkHbl 6bl 11>\ kazaHbl ;h\ 60601-1-6:2007 WHap_\kun)ls ))o iipitMcneiiiiio. Masbl 1.2. 6 ~
Jliliim>ie. no3sonawwme menuHnmckomy ;ie|XoM.uy Kp3HKO X :1R '61)601-2-22:2007 r! 7360 11 60601-1-6 \!DS 159\ Vs.01
onucaTb NauMCHTY KH3bIC MPOTUBONOKA3AHHSA A N06ble f IKN 1041:2008 (ZiaOl 1/03/30-0 1

Mepsbl 3{penocTopunkTun. ln. koropsic cnen)Cl a. 73523 1r:c 63'.66' |,\ 62366
/.1/2011203731-1Y1

|'penllpwsliMate npu ncltoNlzonalllll H:lncnuna, )'T jaitiihic

0 KWbl MKNYaTb. H M.icniocrii; ! TRIHC 60601-2-22.21)117

Nlcpbl UPCNOCTOPOUCUOCT. KOTOPbLIC CACAYYN MpUMUMarb I (SLG 1375-10-1'1"-11-1" 1>M02!

MpU U-3MCUENHN pab(M|nx xapakTepucTuk imc.ijtH: FU 73.36 OHcnka MY" (>06()1-2-22 .ALX

f MIMS 141)612-01
M? Mepbl MPCNOCTOPOXHOCL. KOTOpPble encaycl Hpwiw.Mu3bl) X ~ jl-'X 61)601-1:2006
iipcano:iaiaeMbix yenoHnAX cpenbl NO OYHOLWEANIO K ji:\ 66601-1-2:2007 I RHN 60601-1:2006
|«)'3ncNctnml0 yw rwnuuto MOMA. HHciujiei'o \»ckTpumeckoro ! (SI.G 1375-I(Xi:i>.| |-1>>001 1112047
! iRTMC I;N60601-1-2:20()7

T)3nciiellll4d. «)nekl:poclalnyeekoTo paspaga, .3aMenuk H.w

nepenana naBneHUsA. YCKOPENUM. Tep,uYlnyccKoK) Hel Ynmka (SLG 1375-10-1:1.-1 I-I>Him4)

WHcTpykyua no )ipHMe)ieii3iJo.

Bo3ropaHua un 1.M.
Mpunoxelne N

M noc'HwepHy 10 nncpopmalHo No nekapersenHbiM X
npe!ll}»nram. ;tt« muona kumopsbix llpe;nlasnavello .wxioc »
nsgenve, Bkawyvasa nobble orpaHUYeHns H(> Hbibop>
HHoNwu\lbl \ ueuiccvn:

M3.TenHe SCiipe.ma/mi‘'ioio a.aa HBO.N
NICKapCrBenHbIX MeTcesB.

ol Mepbl NPCAYKTUPOXMOCTH. KOTOPblE cnenyey «(PUUN.MUTb B — X
oTMOLueiimi .Mo6bl.4 (K4tobl.X. »ONTUYUbI.\ PMCKOH.
€HH'3aTha.y C UCMONb30HAUNEM W3YC.UNS.

Mennwyunbie pUCKM, CBsI3aHHbIe C
)1C)!0N1,30Bammnc.'l u 3ic.iiim. o'rcy3c|\ tor.

11} nekapcrecumnblie aclwccraa WA NPoU3NONNUbIC KPOBHU -
4YenoBeyeckoro opKW M3mMa co.tepxawmecsa niuncniH u
Kayeemse cto uneor!.cmnemol| 4acTn, HCOOrBCICTBHU C

Nckapa |lenln.lc Boacc)3sa otcvicihmoi'. 8

aloTHeamBuu e Pas.ucnom 7.4.
1pasgenom 7,-4: [ ]

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

S Ay

PR

el TS W



n 7351

nIMNindwcannonnmm Homep: M Mo/l -4/06/1S-01

Nn.-iCKC pesaknuu:

1h Hici

K'pi! 1Koe oiMUiUiHc

p) 3asB.3cmxbl CleHoub TYMOCTU NN U3,IC;WH e > HKUHel

n3MepeHus:

m) NlaTa MbIHXCKa NAM HOC/NeNHero ncpec.Motpa nucrp\kunu no

NPVMOHELHO

Mpunoxexune \.

1VIM11H4yeck;1H oneHKa

Oomiic ipeooiiamm

Kak npmnf.K). TurncpxncHuc cooluerctiua lpconHanmam.
yKkasaHHbIM a paj.tc.iax 1 3 n 6 MpunoxeHna 1 .10NXuUbl
oonoammarkcs Ha K.WMNWYCCKNY NanHbly

Owuenka )lnu nannbly (knuHmucckru! oiicoNi»» .u u/Kaa
v-ic/iOBaib onpononeHnsiM 1 MeTO.l0N0TM YXxK acpiisiNj
npone 1) pam. ocHoMauHbIM'
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!lpnxk*yawlH. ore JyWU-delinn ot
H<»pMbl M nnu pHCKWU

<vriKlbia liJMcpoiiiiM oa'> rctHyei

C'LT.'M LN 1041 MDS 159n
s 11 (.’ 15.-02)

C'l. no.K ipoMimc iipiiMO'iamic »
miL'ips KMHii no npiiM ciic/iiiio.

napameTpsbl, kak \iiiv.ibU)rneto sopoiiania j
*McJi.iMarX |

1B k'K".'iiiHH40i.Kax iiiiL'iiKa MS M |
(/1 201 110.'05-ui)

) li’aSlo Knwrnucckmx onenka .\!.\ Hi’ ;
VUI/INO i 13-Ui j
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C17351

OHewnka coo; uctcumms ociiomii.m rpc6ownwmum,liipcKinnbl Coneta F,( 93'42/1'IX *

11nel|1T1dmkannollN1.|N iionicp; MMo/14N1K>/18-()1

NHneke pepakuyun: C

Its HK1

M I,

pc6onuHuc TM&CK‘—II‘IHbI
KpaTkoe oiilicaime

;nioo 1 Kpmii‘iCi.'Koii duoikx' awTue'icniNiomcM iwyMiioli
.wrcpatypsl, .'lociymioii n lunnoMmet Bpems u
oTHOCK MKiica K {htjoiuichocin. paboTe. N|X1CKrHbiM
NapiiKTopuciTiKiiM n npc.Tno.taracMoMy NpuMeHeHUo
HxTenus. B Koropoii:
\cr.wawn,1mMH<1CICHA XHUWMNEHIMOCIb UTNe-Ws ¢
iij.Te.iiicM. Kk kyHopomy OM10CALCA .wuwac. un
I nawlbly aTesaHalw o NPOCMEXUBACTCHA CpaBHEHUE C
COOUYMETCTBY'IOTHMH CylweeTUCHNbIMK rpC6OBaHMﬂMVI—
MNN Ha KP||1IHCYUKOH OHenKY' peTynbTallH Hce.H
iipoiK'Temiiac k.!'lwnyeckH\ nccnenoHalLwuii.
MM Ha KPTUYECKOMN OLeHKe K.THHYECKH.Y NlaHHbIY in
nviiKTou I.1-1 I U 3
Ons umwmlwnip\eMbly w.Tenuii n T.Te.!HiA 11 knacca

KMLWWTYCCKNE NCCNE.TOHAHHA HPOBO.CArCM
nnun

K/IMHNYeCKKMe Mecnc,mwalid He HPOHO.W4cCA

N0 rey Hop. Moka He 64 1eT yeTanoBEHO. YTO OHU
MO C11.10 CYHHNBETBYET eYyLeCTHY IWHM K.TUMUYECKUM
.TaHHbIM.

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

i
Lot
J

Asciepi»
—————————————— D Y
cTpaHuua 31 ut 33
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M;(eInT | ukaHnoHw I ko.T'M1.T'Ylccan'. 1eHb-no.ulep ViKi MMol40618-01.doc.4
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_ He
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/( laii.iBpi

Vin)DFV 23.1:201)9

Fi.pH4u>‘iaiimi,OTcr\ii.icHii4ni
HOPMBbI ii/ htii puckmn

R! 7351 e k'.wHM4YccKkas oneHka VIS si.
(;21/201'U)U.T-1)1)
FB 7351 e K'.HwM4ecKkas oueHka J11.X IIP
Vo1l/.m4on3-n1
CL 3641 K.wwwiycckas oneHkKa
V3B /11411411301

[aHHble orcy ivui'Mi.

[aHHble oi\yleiin u>r.

[aHHble orevieiin tou'.
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CL7351 ()|k'kk;| coorHcTcTuw! «nuknsadbn» i pcnoHHiimiv} TnpckTHbl C'OHCTIi b.C 9/1/42/M-.C’*

it.U'iiHKjmwauiimiMMii wtcp: \IMo/!4/06/18-01

Wuneke pegakyun: C

Fpc6oHanmnc iiipcKT imi.i

i 1VIK-
I LIVIK K'pai Klio oiinciuiiic

fa

[
1

( ooTHE'MM HuC
He;

li iciiTd ukawOHLbBIM KONj LK Mecau/geHb-HoMep

Mc
1 npum.

( i;iH lapi

A?cleplic '
- ML,
cTpaHuua 33 n3 33

M.735r93 42 HECMSNcXr

V(K) N4Mol40618-0!.Ui)C\

HopMbl u/n.lll puckn

[aHHbIi NVMN MPUMCHMCICA FOM.bO W UNI CACYAC. CC.W cum aoyc! imc ociionin. M 1pC6OH.UWAM HA OCMONAMUM K.MTAUCCKM.Y MW ThIY He ['N.,e comicho ue:iccoo6jKnm»lv

1 I.1n NemoHcTpayunmn cuky netcthum c\iucd t)ciiili>iM rpclonwtum.
1. OCHOBaHHas Ha K.lMHuuyeckun\ Hccnonosanmay Heobyonuma:

Ec.l «UNcT».
ncobxoamn Nk upcnoctanm 1b iUCKiw woc oubHCHemtc.

OOBICHCLLIIO 10/XKMO OCLOBbIBLI bCU HA MCUENIXMCTe pucka
nsne'wa U Ha paccluvrpcmiii cneTu)uycckH4Y ocobelw>ncTcit
B3anMonchcTBumn H3nenna mcaunw Tckot iiMiuwemm c
opnmnINJO.M. KNuHNYeCcKoro npumcucHua 1 TpeGxMLLIMNIA
n3roToBUTENSA.

AcmoncTpaylH cooiiictci'bmh CYWCCIBEHHbBIM TPCOOTW MAM
[O/KHA ocHOBbIBaThbcA 11E ToNbko Ha oueHke TKCTKivaiamm.
UCNbITAHUU NUPTUN U [OKIUHUYECKON OLEeHKe.

Ec-'w «NcT».
1Meo64onnYY) MPCNOCraHnTb anekBanTc 06bACHEHME.

M llpii.iuvKcinie 1\.
Kpniepiiii kmaccudunkauyy,
Knaccudunkaumsa in ie.mil megnLl LI CcCKOro Ha3HavYeHns
oceunlcclunsieTca HCoou Be34n MMM C NONOXEHUAMMN
Mpunoxenns IX. laHHas npoueaypa A0MKHa 6bly b
nannexauwm o6pasomMm 3asokymeunTupounana.
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U1.2011 i(H)5-01]j

B 73.5! 1KpaTkuii 0630p 2011 /in1.3
(13-11-1C*-28-)I!

Cl. 73641 K.Hwuyeckas oueHka Vs02
Z 1140403-01

1'B 7351c K.wunHuycckaa oneHka J/11.X 1T
.VOrill 40113-01

K.iacc lib
Ffi 732U K.yaccudukauuns o6opynoaaHma HO
cooTHeuc: BO MP(1 MKO 10/10/27-Ol
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I'IepeLIeHb MCNONb30BaHHbLIX COrnacoBaHHbLIX N CONYTCTBYOLWNX
CL 7321 cTaHAapToB

NpeHTHP MKALMOHHBIA HOMep: IS/11/02/17-04 ctpanwuya 1 w3 9
CL 7321 Relevante Sicherheitsnormen

MHpekc pepakuyum

MpaeHTuduksunoHHs M koa/roa/mecau/gerHb-nomep
SE Vs. 02,doc

A na CocTaBneHo
"M poekT pazpaGoTkm MedioStarSE Vs KpaTkoe onucanne nameneHwi AaTa Mma Noannce
,Homep npoekrta: ,4800 93A 73031 01 Nepsuunoe napanue 24.06,10 M Knsiuep /noagnucanol
'HaszeaHnue npogykra ‘MedioStar 02 OG6HOBNEeHME CTaHAApPTOER 17,02 11 M WwrpairT

i(e cnyuae npuceoeHmuns)

lHomep apTukyna 11509x

1(8 cnyuae npuceoenuns):

MpobleunHne [laHHblli CNNCOH COAEPXUT OCHOBHblE CTaHAaPThl U NPU HEO6XOAMMOCTU AOMONHAETCA COOTBETCTBYKWMMY CTaHAapTamMu, OTHOCALWUMUCS K U3ENNI0
BykBOI - 0603Ha4YeHbl coO3NacoBaHHble CTaHAapThl BCOOTBETCTBUMU € RI 93/42/EWG
BykBOil .v- 0603Ha4YeHbl 3HaUYMMble CONYTCTBYOLW e AnpekTUBbLI EBponeiickoli Komuccun

Mposepka u paonyck: 0O6nacts ! pata Pamunnuna Moanuceb

Inposepeno

(Aonyuwewo

JNpuunna nocnepgueidd pepakunu CL OGHOBNEHME W NONONHEHME COrNAcCOBAHHL X CTAHAAPTOE

Cl cocTaBsneHo pPykoBOAMWTenNeM npoyecca WCCNeROBAHMUS U pPa3paboTku
25.03.009 M. Wrpair Inognmucanol

lAaTa oamunus noagnuce

- H -iv.
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MepeyeHb unC

Ci1 7321
cTaHfapToB
WHpeuc ple.ﬂ.aKLlMV' Nal3H1lndwmkaumounslin Homep' 1SM1/02/17-04 cTpaHuua 3 u3 9
| ; .
Mueurni}:nikanncuksil’ *Ca/roa/M,ecsitieHb-HeMep CL 7321 4elevapte Sicherheitsnccnen MDS
SE Vs. 02.doc
. . .E.N 60 601-1-2. 2001 T A1;2006 {DIN EN 60601-1-2: 2006) ; CL 7353 |
| [)q OnekTpuHeckce meauumHckoe obopynoBaHmne - Mactb 1-2: O6wmne TpeboBaHUA K cTaHgapTam 6e3onacHocT u ! | i
r— OCHOBHbIM 3KCMya'alMOHHbIM KayecTBam. - ConyTCTBYWOLWWI cTaHAAPT SNeKTpoMarHuTHas COBMEeCTUMOCTb - | | —
— TexHuyeckne TpeboBaHMA U UCMbITAHUS. | i

SH o1 wm  JEN 60 601-1-2:2007 CL 73532

i i"Xj .dnekTpuyeckoe MmeauunHckoe obopyaoBaHue - Yactb 1-2 O6uime TpeboBaHUA K cTaHgapTam 6e3onacHocTu u

OCHOBHbIM 3KCNyaTalMoHHb:M KayecTBam - COMyTCTBYWOLWMIA cTaHAapT 3neKTpoMarHuTHas COBMECTUMOCTb - [X]
1 TexHnyeckne Tpeb6oBaHNS 1 UCTbITAHUS
.(Wcnonb3oBaHue B cooTBeTCTBUM ¢ EN 60601-1 2006)
EN 60601-1-4: 1996« Al: 1999 1 7

SH » [X] JnekTpuyeckoe mMeguumHckoe o6opyaoBaHue - Yactb 1-4 O6uine Tpe6GoBaHUs K cTaHAapTam 6e30nacHocTy - | CL 7361 Otuet (2

i ConyTcTByOWMA cTaHgapT: Mporpammupyemblie anekTpuyeckme MeguLuHCKne CUCTeMb: | EMB/THsi

: lMpoBepke

[EN 62304: 2006

7H 1 MeguumnHckue nsgenus. NMporpammHoe obecneyeHne [pouecchbl CL 7365 j [a]

A XW3HEHHOTO umkna.
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MepeueHb COMYTCTBYHOLLUX 4«

CL 7321 cTaHfapToB Asciep ¢n
KC pegaum 04 cTpaHuua 5 13 9
o CL 7321 Relevante Sicherheltsnorrren MDS
yKblin KOgrol/ ;mel” .« eHc- HoViep SE Vs. 02 doc

IMEDDEV 271: 2009 ,

12V [4 1PyKOoBOACTBO NO NMPUMEHEHNI0 MeAULMHCKOro o6opyaoBaHns - OueHKa KIMHUYeCcKux faHHb'X (PYKOBOACTBO ANA CL 73641
InpounssogmTenein n YNosHOMOYEHHOIO OpraHa) ;
134 ,-1 1EN ISO 14155-1; 2009
i L.J IKnnHnyeckne ncnbiTaHna MeAnLMHCKUX M3AEeNnii, NpegHa3HauyeHHbIX A8 UCNOoNb30BaHUA Ha Nioaax
JEN'ISO 14155-2: 2009
14K * L IKnuHnyeckne ncnb:TaHNA MeAULMHCKAX M3AeNnnii npefHasHavyeHHbIX AN NCNONb30BaHNA Ha
nogax
r-;-- |EN 1041: 2008 CL 7364 ]
H ; MIHdbopmanma, noctasnseMas u3rotosutenem Ans MeuuumHCKUX npubopos.
' IEN 980: 2008 CL 7363
| CUMBOJIbI AN1A MAPKUPOBKM MeAULMNHCKAX NMPOAYKTOB
174 A J--- JEN 1SO 10993-1: 2009
Y | Buonornyeckas oueHka MefuLUMHCKUX n3genuii. - Yacte 1 OueHka U ucnbitaHus
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I'Iepequb MCNONb30BaHHBIX COr/maCcoBaHHbIX N CONYTCTBYHOLWNX

Ci_ 7321 cTaHaapTOB Ascicp
NaoeHTUdUKaLMOHHbLIA HoMep: iS/11/02/17-04 cTpaHuua 6 us 9
CL 7321 Relevante Sicherheitsnormen MDS

NHAaekc pepakuum
N eHTIpUKAUNC,HI-bIA KOA'TOA,'MecsL|' feHb-HOMep SE Vs 02.doc

|EN 1SO 14937: 2009
: | CTepunumsaums MeauLMHCKON npodykumn. O6unue Tpe6oBaHUs K CPCAeneHnto XapakTepucTuk CTepUIn3yoLLero

*.8H
[cpeacTBa 1 paspaboTke, Banugauumn 1 TEKyLLEeMY KOHTPO/O mpouecca CTepuavnsannun MeauumHCKuX nsgenuii
iIEN ISO 17664: 2004 ' "
ISH [CTepunuzayma MeanunHCKUX nsgenvii. MIHhopmauus, npegocraBnsiemMmast MU3roToBUTeNeM A/t 06paboTku NOBTOPHO
'CTEepUNn3yeMblX MeULUHCKNX U34enuid.
EN 556-1: 2001 +AC.2006
20H CTepunusaymsa MeanuuHCKuX nsgennii. TpeboBaHus K MeAULUHCKUM U3LENUAM KaTeropum "cTepunibHble” YacTb 1
bl Pe6oBaHuWii K MEANLMHCKUM M34enuam, nognexawnm MUHULLIHON cTepuansanuu.
|EN ISO 11135-1:2007 ............ .. “
21H ;CTeonnusauns Me4uLMHCKON nNpoaykuumn TuneHokcud, Yac's i "“peooBaHus Kk paspaboTke, Banugauuu U TekyLLe iy CL 7522 D

[koHTpONIO Mpouecca cTepuansauuy MeauLuHCKUX n3gennii
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Hepequb MCTHONb30BaHHBLIX COrnacoBaHHbLIX N CONYTCTBYHOLWNX

CL 7321 cTaHpapToB Ascit'p « *
NaeHTUdUKaLMOHHBI HOMep: 1S/11/02/17-04 cTpannya 7ms 9

VHgekc pepakumu. A ® 4 P . CL 7321 Relevante Sicherheiisnormen MDS
M pextndukanke' MHbIl Kog/ron/' MecsLy' iekb-Homep SE Vs. 02.doc

"IEN iSO 17665-1: 200 * ' ' " T
=27H epunusauus MeauLMHCKol npoaykuum, Crepunusauyus napom Yacte 1 Tpe6GceaHus k paspaboTke, Banugauuu u
.TeKyl,emMy KOHTPOJIl0 npouecca CTepunnsannm MeauLuHCKuX n3gennii
"1eN'ISO 11607-1 : 2009
.YnakoBka MeAULMHCKMX U3aenuil, nognexalux ciivHuiuHol cTepunusauum Yacte 1 Tpe6oBaHus K MaTepuanam,

!63pbepr1M cuctemam ana crepunmnsaunmnm 1 ynakoBoyHbIM CUCTEMaM. CL 7521

j YnakoBka MegMUMHCKUX U3fenuid, nognexatmx u:-TMwHCA ctepunusaumm Yactb 2 TpeboBaHus K Banngaumm
Impoueccos hopMMpoOBaHUA repmeTusaumm n cbopku
JEN ISO 13485: 2003 -t-AC2009

;'TucteMbl MeHe)KMeHTa kayecTsa - MeguuunHckme nsgenus - Ocobble TPeb6OBaHUA K npumenenmnio MEXAYHAPOAHOroO
‘ctaHgapta EN ISO 9001
;EN ISO 14971; 2009
"MeauumHckne nsgenus. NpMMeHeHne MeHeaXMeHTa pucka K MeAUUUHCKUM U34eNnsM.
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I'IepeLleHb MCMNMOJNIb30BaHHbLIX COrNnacoBaHHbIX M CONYTCTBYHOUWNX

CL 7321 CTaHOapToB
NaeHTudrKaLm.oHubIi HoMep: 1S/11/02/17-04 CTpaHuua 8 u3 9
Viexc peaka o CL 7321 Relevante Sicherheitsnormen MDS
NpeH7nd!n«3:a1'0HHbIA Koa/rop/MecAan/acHb-HOMeEpP SE Vs- 02.doc

DIN EN 60 529: 2000-09

'CTeneHu 3awwor/bl o6ecnedvBaemMble o6onaHHamMy (Hag, 1P).

"DIN EN ISO 14644-1:1999 - 07

i YCTble NOMELLIEHNA 1 CBA3AHHbIE C HUMM HOHTPOMMpPyeMble cpc-hy YacTe 1 Knaccudpmkaums YMcTOThl BO3fyxa

"\DIN EN ISO 14644-2: 2001 =02

2E I luncroie MOMELLIEHNs1 1 CBSA3aHHbIE C HUMU KOHTPO/IMpyeMble cpefpl HacTb 2 Tpe6oBaHus H KOHTPOSIO U
hxQHumopuHay a1 noaTBEpPXAEHMA NOCTOSAHHOTO cooTBeTCcTBMA ISO 14644-1
;DIN EN 60721-3-2 : 1998 - 03
[Knaccudomkaums BHeLWHKX BO3AencTByowmnx haktopoB Yactb 3 Knaccudimkaums rpynn napameTpoB OKpyxatoLlei
Icpeabl v ux cTeneHeii xecTkocTn Pasgen 2 TpaHCNoOpTUPOBKa

30 ri \CAN/CSA 022.2 No. 601.1 (OTKNOHEHUS!, NPUHATbIE HA TeppUTOpPUN KaHaabl)
'MegamnumHckoe anekTpuyeckoe obopygoBaHne —YacTtb 1"O6WmuH TpeboBaHMs N0 TEXHUKe 6e30MacHOCTU
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: Mepeuenr MCNOMNL3IOBAHHLIX COTMNACOBANHLIX # CONYTCTBYIOWNUX ! x e ;
CL 7324 ! cTaHpapron -i- orii et :

: Mnenrn@u@;vonub-ﬁ KoMmep: I1S14 -1.'02!17-06 i ' CYP3HMUI I3 &

YIkDexc peansums 1 7321 Relevante Sicherheitsnormen MDS

1 ViLbre LR aslwen =0 D0 e D@Hu-=TRACL, SE Ve ©I sor
, -1 ;UL 60601-1 (OTKMNOHEHUA-NPUHATbIE uB TeppuTopun CLUA)
1 i—m MeguumnHcKoe anekTpuyeckoe obopyposaHne — Yacnib 1 O6wwme TpebosaHUs No TEXHUKe 6e30nacHOCTW. \
" . '21 CBoj, thepepanbHbix npasun 104C (04-1-02 edition)W3BelteHne 50 YnpaBneHus no KOHT PO 3a NpoAyKTamu
32 i _ {MnTaHnsa n MegUUNHCKUMU U3LEeNNAMM
! :CBof, cbefeoasibHbIX MpaBu/ - 3aKoH O NULLEBBLIX NPOoAyKTax u MegnkameHTax 21. 1
1 \CAN/CSA-ISO 13485:2003
' , CucTema ynpasneHus KauecTBOM - TpeboBaHMe B OTHOLLUEHUU 1
33 1*, (HOpMaTUBHOrO LLEEBOro Ha3HavYeHus tl
: 'KaHagckas cucTema OLeHKM KavyecTBa MefULUHCKUX Npr6bopos
' :Canadian Medical Dc-Aces Contonntv Assessment System. CMDCAS)
\ISO 14971: 2007
34 1 'm \MeguumnHckue nsgenus. NprMeHeHne MeHeKMeHTa pucka K MeauLMHCKUM 1
! Inspenuam.
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OT4yeT O Bepuukauum / Banungaumu

FB 7351e Knuuunyeckas oueHka MedioStar SE
" cTpaHuuya 1us 13
MpaeHTuukaunmoHHblii Homep. Z1/2011/10/05-01
pez;f'uemk: A A (*I;I eHL1':I/I(bMKa MOHHbIﬁpKO /ron/mecsiu/geHb-HOMe -B ('351e ClinEval MS SL Z1-20°
A 4 AlToA WA P 10"05-01 doc
Bepudukaums Banunpgauwna
MpopykT/gotans: MeDioStar SE Homep maTtepuana 159x
MpuunHa: PaspaboTka npogykra N3meHeHne npogykta X
Vi cxoaHblii ;?/):gl;;(i;:ll(SM(e)lTpGGOBaHMH Laslenheft TexHuuyeckune TpeboBaHuA
JOKYMEHT: I - npoeKkTNpoBaHne

AHanns pucka
HeT gaHHbIX

MpumeHeHne nameHeHna Ne
CepuiiHblii HOMEp:

KpaTkoe onncaHue: (MpocnexnBaeMocTb UCNbITAHWNI): N3yvyeHne NMTepaTypHbIX UCTOYHUKOB

Lienbio pa3paboTkm HOBOW Bepcum MeDioStar 66110 ynyyleHne TEXHONOTMMU, KOTOPOU Y)Xe HEeCKONbKo neT.
a Takke cokpal,eHue mMpoM3BOACTBEHHbIX 3aTpaT Takum o06pa3om, HUKaKMX MW3MEHEHWi B npegnosaraemMmom
1Mcnonb3oBaHWM, ONUCaHWe KOTOpPOro NMPUBOAMTCHA B AeNCTBUTENbHOM pykoBoacTBe nonb3oBatens MeDioStar, He
6bl/1I0  DTO coOOTOeTCTByer TexHuyeckum TpeboBaHusam (Laslenheft Zi/10/1 1/18-01), peanns3oBaHHbIM npu
pa3paboTke HOBOW Bepcun. Heo6X0AMMOCTb M KIMHUYECKOM MccnefoBaHMn OTCYTCTBYeT

HacTofAwas oueHka BkYaeT O cebd M3yvyeHMe MMeKLWUXca AUTepaTypHbIX UCTOYHUKOB MO na3epam C
reMn e TeXHWYEeCKMMWU XapakTepucTukamm 4To u nasep MeOioStar, a Takxe onbiTa Mofb3oBaTeneli pasNUYHbIX
Bepcun MeDioStar

Mcnonb3dyemoe n3MepuUTeNnbHOEW MuUCNbiTaTeNnbHoe o6opy,qOBaH|/|e: He NPpUMEeHMMO K AaHHOMY

co0.,Y,4ato

Mpunaraemas gokymeHTauusa: (0OTYETbl NO UCMbITAHUAM U T [4.)

(exunyockne tpebosaHua (l.astenheft Zft10/1 1/18-01 ), Konformitatsakte MeDioSiar At T 002/10, 5 1

MpunoxeHune 1 MPOTOKON U3YYEHUA NNUTEPaTypPHbIX UCTOYHUKOB

MpunoxeHne 2 JinTepaTypHble WCTOYHUKWA, KIWHUYECKUE WCCNEA0BaHUA aHaslormyHblXx npubopos u
umerowmiics onblT NnpumeHeHnin MedioStar (a Tom uncne, oueHka napamMeTpoOB, UCMO/b3yeMblX NPKU UcCnefoBaHNAX)

MpunoxeHue 3 MpunoxeHune 3 Kk paiiny aHanmsa ot 2011 r.

MpunoxeHne 4 O630p ANOAHBLIX Na3epoBs, UCMNOJb3YEMbIX NPU KINHUYECKUX UCCefoBaHnAX

3aknwynTenbHaa oueHka pe3ynbTaToB: (CBOAKA MO OLEHKe MeponpuaTuil

3aknwuyntenbHas oleHKka Ha OCHOBe MPOBEEHHOro aHanm3a PUCKOB W UHOpPMaLWK, BbiTEKal L e
 pesynbTate n3yyeHua NutepaTtypHbiX UCTOYHUKOB, CBMAETENbLCTBYET, YTO NONb3a OT HOBOFO yCTpolicTBa U
ero nNpuUMeHeHus npesbiWaeT PUCK AW NauuMeHTa U nonb3osatensa. Oxunpaemble No6OYHbIe 3P D EKTH U
pUCKN SABNAKTCA HE3HAaYUTEeNbHbIMW W He TMpeBbiWalwT CTeneHn pucka nNpu UCNONb30BAHUN [PYTUX
npnbéopos (B TOM uucne,

npeablgywnx Bepcuin MeDioStar), koTopble Yyxe MHOrMe roAbl NPUMeEHAKTCA
COOTBETCTBYOLWMM 06pa3om.
BAOMAAYNA OTPULATE/NbHASA X BANNAAUMA NONOXUNTENBbHAA
b cnyyae otpuyatensHoit aaflHflaidnvi ykasaTb Heob6xoauMble Mepsbl
MnaH cocTtasun(a): Banupauunio ocyuwectsunsn(a)
).(ata Nmsa Moanucek [ata Mmsa Mopnuck
01 06 2011 I UummepmanH Mnopnuce/ 10 06.2011 I umMmmepManu /noanuce/
(K Zimmermann) fG Zimmermann)

MnaH npoeepun{a) n ogobpun(a): Banunpgauwuto nposepun(a) n ogobpun(a):
Jata Mmsa Moanucob Hata ma Moanucb
01,07.2011 A Crtenc /nopnuck/ 10.07 2011 A. Ctenc /nognucb/

(A Steps) (A Steps)
MpuunHa nocnegHelt moaudmkauum FB: MepBbIil BbIMyCcK
FB coctaBun OTBETCTBEHHbI 3a TexHonoruvyeckuihk FB nposepun(a) u opobpun(a) paboTHUK oTAena

nlioyecc otaena Hay4HbIX WC.ILefoBaHuii n paspaboTok

obecneyeHuno KayecTa:

msa Mopgnuce [aTta Mma Moanucob
17.07 2005 N WTrpalit /nopnuck/ T0 09.2005 P, Tume /nognucb/
(L Streit) (R Tieme)
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OT4yeT 0 Bepudukauumn / Banungauunmn

-8 7351e KnuHuyeckasa oueHka MedioStar SE
NHpeke NpoeHTUKayuMoHHbIR HoMep: Z1/2011/10/05-01 CTp_aHMU'a 23 13
pepakuun,A Naen rudmkaymonnslii koa/rog/mecau/gens-Homep FB 7351eClinEval MS SE 21 2011
10-05-01,doc
KnuHunyeckan oueHka MePioStar SE
CopaepxaHue
0 TlMpeasBaputenbHble NOACHEHUA
1 Ksanudukauma astopa u peueH3eHTa
7 [loBoAbl B NOMIb3y OLEHKW IMTEPATYPHbIX UCTOYHUKOB
OueHkKa >utepaTypHbIX UCTOYHUKOB
Il TlnaH KNMHUYEcKoro uccneposaHusa
12 OueHka D(PEKTUBHOCTU HaYUHbIX UCCNen0BaHN
12,1 O (P eKTMBHOCTb, BbipaXeHHas a npoLeHTax
1,2,2 O PeKTMBHOCTb, BblpaxXeHHas B LWkane
3.2 CpaBHeHUe pe3ynbTaTos
12.4 Fncronornyeckue nokasarenu
3.3 OueHKa Hay4HbIXx nccnefoBaHuii N0604YHbIX 3heKTOB
A3l OueHka No604HbIX 3 PEKTOB, NOAPOOHO ONUCAHHBIX B OTYETHOCTM NO UCCNef0BaHUAM
113 Mo6oyHble aphexThl, oueHnBaemble cornacHo rMCTONOrMYeCcKn nokasatessam (@)

N 06bEKTUBHLIM U.3MepeHuam (5)

3.4 OueHKa NpoTMBOMOKa3aHUn/KpuTepreB UCKIOYEHUSA, ONMUCAHHBIX B XOA4€ nccnenoBaHuii
14, KpuTepumn mMcknw4yeHnsa cornacHo nuccrefoBaHnusamM M OTYETHOCTHU
1-12 MpoTnBo(l0Ka,3aHNA COrNacHoO NpUMeEHAEeMbIM CcTaHgapTam
>3 OueHka onbiTa 3akasyuka
16 OueHka oTyeToB BfArM
4 3aknwunTenbHas OLeHKa pe3ynbTaToB

0. Mpe:M:lapuTenbHb:.C NOACHEHUA

BbICOKOMOLLHbIE AMOAHbIE Na3epbl 6AMXHEN YacTu nHpakpacHoro guarrazoHa (NIR) ¢ guanasoHOM ANMHbI

BoNH meBay 300 u 950 hkj

NCNONBb3YKTCA YXe 6onee KO net, nokasbiBas BecCbMa xopowmne pesynbtatel [lo

CpaBHEHWIO C UCMO/Ib30BAHWEM APYIUX /1a3€POB U CUCTEM MHTEHCUBHOTO MMMYNbCHOTO M3nyyeHus (1PL) npu Tex xe
nokasaHusix, AMOAHbIe Na3epbl NPOABAAIT 60/ee HU3KYI TeHAEeHUUI0 BO3HUKHOBEHUS NOBOYHbLIX 3(hDEKTOB

Ta6nuua nasepHbiX NPUGOPOB Y UCTOYHUKOB

MeDioStar

Inn npnbopa
Jlazepsbl Ha
py6UHOBOM
Kpuctanne

Jlasepbl Ha
anekcaHgpute

BbICOKOMOLLHbIE
AvoaHble nasepbl

HeopgvmoBTSe nasepra
Ha antomMo-UT rpuesom
rpaHare {MMnynbChbl
60nbLLUO
LNTEeNbHOCTN)

MHTeHCcnBHOE
MMNynbCHOE
n3nyyeHune

[AnvHa BOJHbI

694 Hm

755 HM

800--950 wvkn

1064 rmv

AuanasoH ot 600 go 1200
HIW, B 3aBUCUTUOCTU OT
npuéopa
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ONTUYEeCKOro M3nyyeHmsa, MCnosib3yemMbix C TON xe Luenb, 4To U

KommeHrapwii j

OTHOCUTE/IbHO BbICOKUIA PUCK BO3HUKHOBEHWUYT NOGOUHbIX adhcpekToB, B 1
0CO6EHHOCTU MpPY NMPUMEHEHUN HA TEMHOI KOXe, BC/IeACTBME BbICOKOTO |
NorfiouleHnsl MenaHvHa.

OrHOCUrebHO BbICOKUIA PUCK BO3HUKHOBEHMUSI NOGOUHBIX 3PPEKTOB, B

0CO6EeHHOCTH npu NpUMEHEHNN Ha TEMHOI Koxe, BCneacTtene BbICOKOro
nornouweHna menaHuHa

HUW3KMIA puCK BO3HMKHOBEHMSA NOGOYHb:X 3(h(PEKTOB BCeAcrBme Gonee
HM3KOro NOT/IOWEHNs MenaHnHa.

HW3Kuit puck BO3HUKHOBEHMUSI NOGOYHbLIX 3P IEKTOB BCMEACTBUE HU3KOTO
nornouieHnst MenaHvHa, bonee cunbHbie 6ONEBbLIE OLLYLLEHUS NO
CpaBHErTMio co BCEMU APYrUMM NpuéopamMun BCleACTBIUE BbICOKOTO
nornouieHus Boabl Boaa SiBNSIETCS OCHOBHLIM KOMMOHEHTOM KOXM

MamBbiclumnii puck BO3HUKHOBEHWS NMOGOYHbLIX ITPGEKTOH BareAcTBMe
LUMPOKOrOo AManasoHa WTUH r30/1, BKYAOLWKUX YacTb BUANMOTO
CBeTa; HauBbICLUWA YPOBEHb MOTMOWEHUS ME/ICTHAHA MO CPABHEHWIO C
nasepamu



OTyeT 0 Bepuukauun / Banugauunm

FB /351e KnuHnueckaa oueHka iVicdioStar SE;
MHaekc MpoeHTUdKaLMOHHbBX HOMep: Z1/2011/10/05-01 FB 7351eCTCF‘,)r?:EM\I;|'z: 323512 2201
pepakunn A NaeHTndnKaunoHHbIi koag/log/mMecsau/neHb-Homep

10-05-01.doc

KomnaHus Asdepion Laser Technologies paspa6oTana nepsyt Bepcuto MeDtoSSar B 1999 rogy (Ha TOT
MOMEHT KOMMNaHWA Hocuna Ha3BaHue Aescjiap-Meditec), ero npou3BoACTBO M MNpofaxun Hadanucb B 2000 rogy '3
Toro ETpeMeHn n no HacTosAWMiA MOMEHT ao BceM Mupe (B TOM 4ucne, B CTpaHax HacensemblX NpenmMyliecTeeb-to

NoAbMU C TEMHON Koxei) 6bl10 npogaHo 1476 AMOAHBIX Na3epoB BbICOKOW MOLLHOCTWM (pa3nuuyHble Bepcun
MeDioStar)

JleyeHre nauMeHTOB MNPOXOAMIO YCMEWHO W C [OBOSIbHO HW3KONW CTENeHbl a03HUKHOBEHWUS MNOBOYHbIX
apchekToB. Irn hakTbl yxe OblIM OTMEUYeHbl B NUTepaTypHbIX WCTOYHMKAX MO KAUHWYECKOW OueHKe nocnefHei
Bepcun MeDioSlai O630p aTux cTaTteid npuBoAUTCA B BuAe 4acTu A (nccnepoBaHus, KoOTopble Yyxe O6bian
npoaHann3nupoBaHbl A5 KNNHUYECKOI OLeHKn Tekywei Bepcun MeDioStar) npunoxeHns 2 k HacTosiLei oueHke
Lpyrvne nccneposaHns, cpaBHnBawlwme MeDioStar ¢ e4MHCTBEHHbIM Ha AaHHbIA MOMEHT BbICOKOMOLLHbIM AVOAHbLIM
nasepom "LigtUSheef" (B yacTHocTh, nccnegosaHno Ns 2), nokasbiBalT 4YTO Npu ucnosnb3oBaHum MeDioStar, ¢ Tem
Xe ypoBHeEM 3@ eKTMBHOCTM HabnwaaeTcs MeHbllee KOJIMYECTBO CllydyaeB BO3HUKHOBEHUSA 3PUTEMbI U CXUTaHUA
BOJIOCSAAHOIO NOKpoBa (MUTMeurHble U3MeHeHUss UM BO3HUKHOBEHMWE LIPaMOB OTCYTCTBYIOT B 060ux cnyvasx) Kpome
Toro, wumeeTcAa onbiT knAueHta MeDioStar (Ne 4) pgemoHcTpupylowuii Becbma 60nbliOe  KONNYECTBO
nayueHToli/npoueayp (200/978) CraTucTuyeckuii aHanus 3TUX Npouenyp ANs nauyuMeHTOB co eceMv-i TUNOB KOXW
MOKIKTbIBAET, YTO apoLeH r no6oYHbIX ahhekToB (BpeMeHHas runepnurMmeHTaumnsa) coctasnsaet scero 0,5'c

lakum o06pa3om, HuxenpusegeHHas KAnMHuM4Yeckas oueHka MeDioStar SE ocCHOBbIBaeTCcs Ha oOnbiTe
npuMeHeHusa Tekywei Bepcun MeDioStar n 4ONONHUTENLHO NPUBOAUT aHann3 NUMTepaTypPHbIX UCTOYHWUKOA, KOTOPbIi
HO CMX NOP He BK/YaNCA B KIMHUYECKYIO OLEeHKy TekyHTell Bepcun MeDioStar

1. KBanudukauus aBTopa v peueHseHTa

Aestop HacTosauieli oueHkn, rxa [ LlumMmepmaH, ABnseTcs cTapwvMM MeHe)Xepom No NpoAayKuuum v NULOM.
0XEeTCTBEHUb.M 3a MEAUTTUHCKYID Banuiauuio u npuMmeHeHue nNpoAyktos komnaHum Asdepion Laser Technologies u
o6nafjaeTt 60NbWNM ONbNOM NPOBEAEHUA KNNMHUYECKUX OLEHOK.

M-xa I, LLummepmaH aBnsetca AUNAOMUPOBAHHBIM cneunannucTtom B o6nactun usnkn n obnagaer 6onee
yem 20-neTUUM ONbITOM MNPUMEHEHUS MEAULMHCKUX Nla3epoB, B YACTHOCTU XUPYPruyeckux nasepos, fas3epos And
AepMaToHO! nyecknx M KoCcMeTonormyeckux npoueayp, B Tom yucne MeDioSlai, a Takke npubopos, MCMOJb3YOLWNX
WHTEHCUMBHOE UMMNynbCcHOe n3nyyenue (IPL), BbICOKOYACTOTHbIE U aKyCTUYECKMUE BOJIHbI

Mo oKOH4YaHWW BbiCWeEro y4yebGHOro 3aBefleHWs OHa 3aHuMasna [O0/DKHOCTb WHXeHepa uccnepgosatens,
pa3pabaTEsiBas nasepHble npubopbl B TeyeHue 6Gonee 10 ner C 1988 r oHa sBNANacb OTBETCTBEHHOW 3a
MeaMUMEIOKoe nMpuMeHeHue pasfinyHbiX fas3epoB B TOM yucne MeDioStar, n coTpygHuyana ¢ spadyamMu pasnnyHbIX
cnouunansitocTeli. Kpome TOro, oHa NpoBoAMAa Kypcbl HO 6e30MacHOMY NPUMEHEHMWI0 Na3epHbiX NPM6GOPOB, BKIOYAA
MefuUMHCKOe NpuMMeHeHWe pANA Bpayeill B TeyeHue 18 neT, a Takke obyyana Wcnonb3oBaHUO 3TUX NpPUM6GOPOB
nepcoHan otaena cbbiTa u Bpayei

OHa ocyuwecTBnana pykoBoACTBO COOCTBEHHbIMU MUCCNefOBaHUAMMN MO NMPUMEHEHTO NPUGOPOB U OLEHK.10
Hay4yHoOW nuTepaTtypbl. PaboTas Ha AO0/MKHOCTM MeHeAXepa No Npoaykumn B TeuyeHwe 6Gonee 20 neT, oHa 6bina
OTBETCTBEHHA 3a onpefesieHne napamMeTpoB MPUMEHEHUS HOBbIX N1a3epoB, a Takke noAAepXKy pa3paboTku a
OTHOWeHn ENPocoB 3ProHOMUYHOCTKU, COCTaBJ/ieHWEe T[NaB MN0/Ib30BaTENIbCKUX PYKOBOACTB, OMNUCbIBAIOLLNX
npuMeHeHne nNpubopoB, a TakkKe OLEeHKY MeULMHCKOrO NPUMEHEHUA U 3PTOHOMUYHOCTM HOBbLIX NPMOBOPOB

PeueE:3eH: HacTosingeli O'ueHku. 1 H AHape CTenc, He ABMASIeTCA COTPYAHUKOM KOMMaHWU-NPOU3BOAUTENS
Asdepion Laser teciinologies GmbH

I u Crenc LlWaru, vmeeT npefaun/IOMHYl0 CcTeneHb B MeAWLMHE, a Takke CcTeneHb B CMNOPTUBHOIN
cneyuanusaunm. Yxe 6onee 2-x net oH o6ydyaeT Bpaueil U MeacecTep TEOPETUYECKUM U NPAKTUYECKUM MpuHLMnam
npuMeHeHuss nasepos, cucTem 1PL v Apyrux nNpuGOpPoOB ANs AepMaTo/iorMuyeckux U KocMeTonoruyeckux npoulegyp. B
TeuyeHne 3TOro BPEMEHU OH NPOBE/T OFPOMHOE KOIMUYECTBO TPEHUHTOB MO BCEMY MUPY

Takum 06pa3oM, OH MMeeT OT/IMYHOe npeAcTaBieHne 060 BCeX COOTBETCTBYHWLMX Na3epoB U npubopos,
1Cnosib3yeMbIX BO BCEM MuUpe C Toii Xe uensto, 4To U B MeDioStar

|
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2. NoBoAb! B N0ONb3y OLEHKM NUTepaTypliax UCTOYHUKOB

Lienblo pa3paooTku HoBOW Bepcun MeDioStar 6bi710 ynydlleHne TEXHOMOTMMU, KOTOPOW YXe HECKO/IbKO feT a
Takxe cokpaljeHue Npou3BOACTBEHHbLIX 3aTparT.

Mpepgnonaraemoe Ucnosb3oBaHue (B TOM YMcne nokasaHus, LeneBble rPynnbl U NPOTMBOMNOKa3aHWA) HOBOM
Bepcun MeDioStar St wuAEHTMYHO MO CpaBHEHW C Tekyweil Bepcueir MeDioSlar Tpebyemble napameTpbl
lpumeHenns, cBA3a@HHble T, KAUWHUYECKOl T PEKiMBHOCTbIO, COOTHOLWEHWEM BbIFOA4 W PUCKOB, CTEMNeHbio
6e30MacHOC/IN U PUCKOB, TakKxe WAeHTUYHbl OHKM (3KIYalT MCnosib3yeMble nokasaTtenun auanasoHa [AMWHbI BOJH,
NNOTHOCTU (K3TOKA U TWOAO/MKUTENBHOCN UMMY/bCA, a Takke Hanuvyne CUCTeMbl OXNaXAeT{NH KOXK

MpuunHOin paHHOro rpeboaanns B TexHuvyeckmx TpeboBaHusax (lastenheft [11 10/11 / 18 01) cTtano To. 4TO
3 hekTMHNOCTb NeyeHns c nomowbio MeDioStar 6bin1a fgokasaHa, B TOM 4uc/e, NO CPaABHEHUIO C ananornyHbIMu
ycTpoiicTBamyu He mMeHee BaxeH roT pakT, 4TO B TeYeHWe BCEro BpeMeHM He ObIro HUKakux xanob o cepbe3HoM
ywepbe 3p0poBblo  KonmyecTBOo No604YHbIX 3hekToB (06pasoBaHMe MenNkux BOMAbIPEN, KOPKM U BPEMEHHbIX
M3MEHEHUN NUTMEeHTauumn), KOTOpble He MOTYT ObITb UCKNOYEHbI NOJIHOCTLIO, 6bII0 OYEHb HU3KUM

Kpome TOro, octajnbHble PUCKM WAEHTUYHbI puckam Tekyuieii Bepcum MeDioStar. KoTopble He NPUYUHWAN
HUKaKoro Bpefa naumeHtam unu nosb3osarte/)am 3a nocnegHue 12 net, B APYrux crydyasax BO3MOXHble NOGOYHbIE
a(phekTbl ykasaHbl U pykoBoacTBe. Takum o6pasom npegynpexpeHus cofepxalmecs B WHCTPYKUUU MO
npuMeneHunK) aHanoruyHbl. MNMonHoTa npegynpeanTenbHON U Apyroi Heobxoaumoi nHdopMauuy cogepxawieiica o
MHCTPYKLMN NO MPUMEHEHUIO HOBOro npubopa, npoBepsieTCs Ha OCUMOHe aHanu3a puckos MK 10/10/04 01 n MK

10/10('05 01 ot GL7356 Check-Siste Gebrauchsanviieisung, Zt/11/03/04-01 (cm [dokymeHT o cooTnetcreun MeDioStar
1590 ALT 002/10 pas3pgensl 72 un 7.9),

Uto kacaeTcs Tekywein Bepcunm MeDioStar, neyeHwe cornacHo npegnosnaraemoMy WCMONb30BaHMK3
BbICOKOMOLLHbIX ANOAHbLIX MNasepoe (C y4eTOM napaMeTpoOB) MCNOMb3yeT cTaHAapTHble npoueaypbl. Yxe 6binn
npoBefeHbl Hay4Hble ucc/.efloBaHWs MO KNUKMYECKOW oueHke Tekywei Bepcunm MeDioStai koTopble nokasanu
;JdbhekTn(3Hoc'> n 6¢c3onacHOCrb Takoro ieyeHns AN naymeHTos

Pasymeercs. H HacTosiliee BpeMmsa NyGMWKylOTCA Apyrue uccnefoBaHus MeDioStar v anasoHTUHbIX S1a3epoB
noATBepXAatoume NoaoXUTEebHYI0 OLEHKY [AaHHYH HEeCKONbKO NeT Hasag,

BoT noyeMy MOXHO MNPOAEMOHCTpMpPOBATb, YTO UCMO/Ib30BaHWe HoOBOW Bepcunm MeDioStar SE cornacHo

yNOMSIHYTOMY HasHauyeHuto 6yaeT .9peKTUBHbIM U 6e30nacHbiM, a Takke MPOSIBUT MpUemMeMOe COOTHOLUEeHWE
BbIFOJ U PUCKOB AN1A MaluMeHToB

CornacHo oOueHKe BbllleyKas.3HHOTO, Heo6XOAMMOCTb B  KJIWHUYECKOM WCCNEefoBaHWM oTcyTellyet
)lo3moxmna OueHka NUTepaTypHbIX UCTOUHUKOB

HacTtoswana oueHka BkIwYaeT B cebs n3yyeHme nMMernwmnxca nntepatypHbiX UCTOYHUKOB MO azepam C TeMun

Xe TeXHUUYeCcKUMu XapakTepucTukamu, 4ro m nasep MeDioStar. a Takke onbiTa MOSib30BaTesieil pa3/IMUHbIX BepCuit
MeDioStar

3. OueHka nuTepaTypHbiX UCTOYHUKON

H3cTosHTaa oueHka Bk/toYaeT B ceba N3yyeHne UMEKLMXCSA NnTepa rypubiX UCrOYHUKOB MO flasepamM C TeMu
Xe TexXHW4Yecknmmu xapakTepuctukamu, 4to un nasep MeDioStar, a Takxe onbiTa Nonb3oBaTeneil pasnNyHbIX Bepcuii
MeDioStar, peann3oBaHHbIX 3a nocnegHue KO net

Cnegaywouine npunoXeHns ABAAKTCA YacTbio HACTOALWEro 4OKyMeHTa no KNIMHUYeCKOol OLEeHKe;

MpunoxeHune 1 TIpOTOKON U3YyYEHUA NUTEPATYPHbLIX UCTOYHUKOB

IlpunoxeHune 2 JNlutepatypa; KnnHuueckne nccnefoBaHUa aHanorMyHbix NpMOOPOB, a Takke MMelLwWumica Ha
OaHHbIi MOMEHT ONbIT ucnofb3oBaHns MeDioStar
(BKNtOYAs OUEHKY nasepoo/napaMeTpoB. UCMOJIb3YEMbIX B UCCef0BaHUAX)

(BKNOYas NpoTMBONOKa3aHUA nNepevYnuc/ieHHble B cTaHAapTax MPYUMEHeHUs COrnacHo YyNoMsHyToOMYy
Ha3HavyeHuo)

MpunoxeHne 3; lMpunoxeHue 3 Kk aiiny aHanusa 3KcnayaTauuMoHHONW npurogHocTu ot 2011 r (BkIwuvatowero
KTMHUYECKYI0 OLEHKY).

MpunoxeHue 4: O6uime cCBefeHUs O AUOAHbLIX Na3epax, UCNONb3yeMblX B KIMHUUECKUX UCCNefoeaHnHX
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3.1. MnaH KANHNYECKOTo uccnepoBaHmsa
A Bce wnccnepoBaHus (N®Ne 10-19. npunoxeHue 2) noareepkyfaldT KPUTEPUU BKIKOYEHUS, OMUCaHHble n
MpunoxeHun !, n ALLAKOTCH npocnekTnsM: M/ nccnefoBaHusamu
MpumeyaHue

OTtueTbl NoN<' 20. 21, 22 u 23 He paccmaTpuBalTCsA Kak "uccnepoBaHuin" Tem ne MeHee, OHU OblIN BK/KOYEHL: B
HaCTUOALLYI0 OUeHKy, Tak kak AO!ONHWTeNnbHO nokasanu xopowwue pesynbTaTbl NPU  UCNOMb30BAHUU  HALIMMU
KnneH.amu (Nogpo6HOCTM NpuBefeHbl B pasgene 3 5)

[5) Bce iiccnoflouafiHH /(emouncTpupytor acdekrmaHocTe U 6€30NacHOCTb MPU YKa3aHHOM JfledyeHun, a 'Tkk...
Xopolluee COOTHOLWEeHNE BbITOA4 U PUCKOB

B, Bce nccnc-goBauuns 6bian onybnukoHaubl B Xypualiax ¢ BeCbMa Xopoliei penytauyueir, (3a UCKIOYEHMEM
nccnegosaHus Ne HO)

WccnepoB<aHue N» 10 He Ny6/MKOBanoCh B XypHane W Gbl/1o NPOBEAEHO YXe Heckosibko neT Hasag (M3-3a
oTCyTCTBMS Ny6hMKaumm MoT (hakT Gbl1 A0 CUX NMOP HeU3BecTeH) PelleHue BKIOUYUTbL 3TOT LOKYMEHT B HACTOSALLYIO

OLeHKY 6bI/I0 MPUHATO MO ABYM MPUYMHAM (LONONHUTENLHO K COOTBETCTBUIO KPUTEPUSAM BK/OUYEHUS, COFMTAacHO BCEM
uccnenoBaHusbl)

1 Co0aBTOpPOM UCC/ief0oBaHUsA WBNANCA LOKTOP MefAun:.MHbl POKC AHAEPCOH.

OH wuMeeT caMyl /yylwyw penytayuio OTHOCUTEsSIbHO WCNOMb30BaHWUS Nas3epoB A1 AepMaToNornvyeckux u
.3cTermyeckux npoueayp no Bcemy mupy OH ony6aMkoBan Os UINPNOe KONMYEeCTBO Hay4yHbIX cTaTel u gaxe
CTaHf4apToB MO MPUMEHEHWUIO N1a3epoB B AepMAaTosioONMK, a Takke NpuBesT OCHOBHblE Hay4YHble MPUHLUUMNLI Takoro
npumMeHeHna B TeueHwe OKONO =0 flIeT MefuuUMHCKOe obuwecTBO cnegyeTt 3TUM npuHumnam Kpome Toro OH 6bin
HacTaBHWKOM [N1A MHOTMX Bpayein, KoTopble celivac ABNATCA N30s CiHbIMK cneymanucTamu B 3Toli ob6nactm

2 ):a3e]3, ucnorb3yembliii B [JaHHOM wuccnefoBaHum - fasep 6peHga slyhlShoer (Tekywee wnassaHum
KoMmnaHuu Lurnerifs),

LaHHblli npn6op AunsaeTcs Hanbonee cxoxum ¢ npubopom MeDioStar Ha pbiHKe 1 npogaeTcs (B pasnyHbIX
BEpCUAX, MO C <eMu Xe npepnonaraeMbiM UCNOMb30BAHMEM U Nap.3McrpamMmu) B TeYEeHUe TOro Xe nepuoga BPeM3HC
4yTto M MeDioStai

[aHHbw nasep ABNAeTCA «30M0TbIM CTaHAAPTOM» ANA Aa3epHON anuMNALMM NOCKONbKY OH 6bi1 NMpofaH o
OrPOMHbIX KO/MYyecTBax MO BCeMy Mupy, a ero apdPekTuBHOCTb M 6e30nacHOCTb OblIM AoKasaHbl. Yxe npwu
K/immnuyeckoi oueHke :eky.ueil Bepcum MeDioStar uccnepgosaHune (npunoxenue 2 Yactb A, No 2) nokasasno, 4To
MeDioStar nmeet TOr Xe addekT, uro n SightSheer npu mMeHbweM KonnyecTse NOBGOYHLIX :3DCHEKTOB

r Bce knuHuyeckune wuccnepfosBaHus 6blnnM nposefeHbl Ha MeDioStar (Ng 15 « 16, npunoxeHue ) unu
aHanornyHelx npméopax {N« 10. 11, 12, 13 .., 17, 18 19). ConocTaBMMOCTb APYrUX na3eposB, UCNOMAb3yeMbIX O
nccnefoBaHuAX MNpPoAeMOHCTPMpOBaHa B OLUEHKax, cogepXalwuxca B npuaoxeHun 2 [uana3oH napameTpos
MCMOJb3yeMbIX B UCCIEf0BAHUAX, Takke MOX<eT 6biTb MPUMEHEH NO OTHOWweHUo kK MeDioStar

A. [logpobHas oueHKa naaHa KIMHUYECKoro nccnegosanuns
(cm Takxe pasgen "lMnaH KAMHUYECKOTO MccnenoBaHusa" npunoxeHune 2}

MccneposaHue 10
CM Takxe KOMMeHTapuii (B) BbiLle.
PaspaboTka npegcrtaBTWeT LEHHOCTb, MOCKO/bKY:

pas3nnyHbie KOM6MHauMM napamMeTpoB NpPpUMeHeHnA 6b1n NnpoTecTupoBaHbl HA KOHTPOJIbHbIX y4YaCTKaxXx U CpaBHEHbI
cornacHo ogMHakoBbIM cocTosHUAM 40 nayuneHTOos,

3TV Xe KOMGMHAuMM napameTpoB yxe 6bl/IM UCMONb30BaHbl, HO K HacTOsALWEMY BpeMeHW WX HenocpeAcTBEHHOe
cpaBHeHMe gaHHbIM 06pa3oM He NMPOBOAMIOCS,

fonrocpoyHoe HabnwoaeHve (4o 6 mecsiueB), Heo6xoAMMoe NpY yaaneHun BONOCAHOTO NOKPOBa;
- yuTeHbl BCE TUHbI KOXMW.
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370 /paeTcs He Bcerpga, NMOCKONbKY B 6OMbLWWHCTBE MECTHOCTEN AOCTYMHbI He BCe TWMbl KOXW [lo3aTomy
.-eMb pefKo B MCCnefoBaHMWe BKIYATCA BCe TUMbl KOXW (BTO BaXXHO, MOCKOMbKY pasHble TWMbl KOXW UMET
pasnIMyHy0 CKJIOHHOCTb K N060YHbL:M :}hdhekTam )

Vo1 00m>a G, i 1
PaspaboTka npeactaBnseT 60/blUY0 LEHHOCTb, NOCKOMbKY

ENpoBOAMNOCL CpaBHeHUe Mexay LightSheer (cm kommeHTapuii () u ApyrMmMun nasepamu, UCNONb3yEeMbIMU ANS TeX
Xe nokasaHui,

Apyrue nr-)3epbl He MO3BONAKT NPOBECTW TOYHYH conocTtaBmmocTb ¢ MeDioSiar BcnegcTsne pasnyHbIX AAUH
BO/H HO npogeTawra|OT KO|.KYypeHLUUI0 Ha pbIHKe.

60n:>110e Konuyeerro ncerregyomblx nayuveuros (171).
- BeCbMa glmneTwoe r-rabnogeHne (:. Mecsuen)

nrxgpwpwnre .
PaspaboTka npepacTtaBnaeT 60MblY0 LEHHOCTb, MOCKO/bKY

nenocpeacTrreHHoe cpaBHEHME 2-X BbICOKOMOLLHbIX AMOAHbIX Na3epos, cxoxux ¢ MeDioStar (LightSheer n nasepa
Apeunpa Soprano komnaHuu Alma lasers),

IupnocpeferaeHHoe CpaBHEHMEe . -X Pas3nUuUXsAX MeTof0B, KOTOpble WCMo/b.3ylTcs AN yAaneHWs BOJIOCSHOIo
.KpoHa

CpaHnoMmue 1:0lWK.3 Hausracwen AorryC:MMon MAIOTHOCTM C OAHOKPATr!biIM MPOXOAOM M HU3KOMMOTHOrO MNOTOKAa C
LT ()Kpa M[EAM IT5X.)X040.Cl,

siparvioe cparsvieHne Mexnay cBeTnol Koxei (Tun koxu VI) n TemHol koxel (111-iV),
- OLeHKa COTACHO pPas/IMyHbIM BOJIOCAHbLIM NOKPOBaM (LUBET U TONWMHA);
[ONITOCPOYHOE rraontjeHne (s Mecsues)

MccneposaHue,13
Paspab6oT a ((TeacTas!liier LeHHOCTb, MOCKO/bKY

- Menocpo psiBoOMnoe cpaBHE-HME BbICOKOMOLWLHOIMO AMOAHOIO nasepa, CXO0Xero c MeDioStar (na3ep 6perr,qa Soprano

<oMnaHr.m mAlin;: lasers/ W nasepa Ha anekcaHApuTe KOTOpble SIWLWIErcs LWrAroKO HpU3ManmHbelM npuéopom Ans
nasepHoi

HefocTaTtok Bcero KO uccnefyemblx nauueHToB (HO NpeAcTaB/eHbl Pa3finiuHble PervoHbl),
fonrocpouHoe nabnwaeHne (s Mecsues)

MccneposaHue 14
PaspaboTka npefcrasnseT 60/blUY0 LEHHOCTb, MOCKO/bKY
pasHocTop3n'.mee uccnegosar.ue,
.4enb 6OrTbINOE KOMIMYECCAO uccnegyemoix nayneHTos (368):
uObb'KrviBMOe n3mepeHue 6u0U3NYECKUX CBOWCTB KOXMW, MOMUMO KcCCNenoBaHUA 3(PPEeKTUBHOCTU U MOBOYHbLIX

“tpbhckros

ANONTOCPOYHOE HabGnaeHne (¢ MecsueB)

MccnepobaHrTe 15
PaspaboTka npeacTaBnsfieT LEHHOCTb, NOCKObKY

BbICOKOHAYyYHOO paHgomu3npoBaHHoe wuccnegoBaHne MeDioStar (cpaBHeHue o06paboTaHHbIX na3epom U
Hec-s paboTabl:-ibIX (KOHTPO/IbHbIX) NOAMbILWEYHbIX BNAaAUH):

06beKTBHOE M3MepeHne 6uodmn3nyeckux CBOKCTB KOXM MNOMUMO uccnepoBaHus 3P eKTUBHOCTH M NOBOYHBIX
adhhekToB

Mccnepoaanne 16
PaspaboTka npefcrasnsieT LEHHOCTb, MOCKO/bKY:
- uccneposaHve nasepa MeDioStar.
60/NbLIOE KOIMYECTBO UccneagyeMbix naymeHTos (143)
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o6paboTka koxu xuteneir Asmm (Kutasa) (BakHO, MOCKOMbKY peakuus KOXW a3maTtoB OT/MYaeTCs OT peakuuu KOXu
OPYTUK TNos]

3Haunmoe nccnegooaHne

paHfomusnposaHHoe split-face nccneposaHve cnensiM MeTofoM

ECpaBHeHVE .AWOAHOTO flasepa C AJINHOW BOMHbI 940 MM C Nnas3epomM C A/IMHOW BOSHbI 532 HM, KOTOpbI Takke
ABNSAETCA LIMPOKO pacrnpocCTpPaHeHHbIM Ha pbiHKe Npubopos Ana obpaboTkm cocyfos (6paHA VanlLite komnaHuu
index)

Viccneaopau.ne 18
|-'aipaeoTKa npegcrarnaeT LEeHHOCTb, MOCKO/bKY
npucyTcTByeT rmcTosiornyeckas oueHka AByx npouegayp 6uoncun
HepgocTaTok 15 uccnepyemblx nauneHToB (04HAKO pas/fiMyHble TUMbl COCYAO0B).

Mccnepgpsartne 19
PaspaboTka npefcTaBnsieT LEHHOCTb, MOCKO/bKY

o6paboTka CoCyfoB, a Takke y4aCcTKOB HapylWeHUs NUrMeHTauum Ha nuue;

[OMNOMHUTENbITOE MUCNoMb30BaHne xpomodopa npu ob6paboTke yyacTKOB HapyleHWs MNUrMeHTauunm He uMeer
3,,a4eHUs a p.TMKax HacToALLel OLEHKN.

3,2. OueHka 3PP eKTUBHOCTU HaAYUYHbIX UCCefOBaHUN

Bce ykasaHHble HOBble McCnefoBaHWA, paBHO Kak M 6onee paHHWe MCCNefoBaHWA nocnegHein Bepcun
MeDioStar, [AOKYMEHTUPYKT OLEHKY 3 eKTUBHOCTM nevyeHnsa nasepom IVieDioSfar wnm ycTtpolicTBamm ¢
aHaslorMyHbIM npejnonaraeMblM UCMNOMb30BaHNEM.

Ye W3BECTHO, YTO pe3ynbTaTbl 3aBUCAT OT OTAE/IbHOI0 C/ydyas 4TO TakXe 6bl/10 NMPOAEeMOHCTPUPOBAHHO
BO BpeMs .TTUX UcCCrefoBaHWii Tak pes3ynbTaT yAaneHus BOMIOCAHOrO NOKpoBa 3aBMCUT OT ero Tuna 3TOT dhakT
yKasaH b WHCAPYKUUM HO npumeHeHuto iVteQioStar (pasgen "MpumeHeHue") T[lofapos Hble cBefeHUS NpuBefeHbl U
CienytOuunx ..(genax

3.2 1. 3 eKkiMBNOCTb, BblpaXeHHasa B NpoueHTax
Hwxe npusofsATcs nokasaTesin yMeHbLIEHUs BOJIOCAHOIO MOKpoOBa MpU MCNOoJIb30BaHUU AUMOLHOrO nasepa.
Bblpa)XeHHble B npoueHTax'
s MecsiueB nocsie ofHOKpanToli mpouefyp.: /la3epoOM C BbICOKO/ MMIOTHOCTbK noToka: 28-50% (Mcnosib3oBaH'me
6onee NNOTHOro noToka aABnsetrcsa 6onee apdekTuBHoiM (Ne 10))
s M 12 mecsiueB nocne MHOrokpaTtHbIX npoueayp 65% (Nc 11),
s Mecs;..eB nocfie MHorokpaTtHbix npoueayp (Ns 12)
s s/, MPU UCNOSIb30BAHNN Nla3zepa HU3KOMNJIOTHOMO NOTOKa C MUOKKPATHLIM MPOXOAO0M.
91% npu “cnonb3oBaHUK fasepa BbICOKOMIOTHOrO NOTOKA C OAHOKPATHbLIM NPOXO40M
s MecsaueB nocne 3-x npoueayp (N° 13). 2-43 % (2% [NnA CBeTNbIX U TOHKMX BOMOC, KOTOPble, Kak M3BECTHO,
nokasblBalT HU3KWNIA pe3ynbTar),
-6 Hepenb Nocne oAHOKpaTHOW npouepypbl 48% (No 15)

Huxe npuBoAATCcA nokasaTenn yaydleHUsa 3KTa3npoBaHHbIX COCYyAOB mnocne 06paboTkn AUOAHBIM
nasepoM, BblpaXeHHble B NpoLeHTax
2 wMecsua nocne 2-it npouenypbl Mexay 57,1% (nog6opopnok) n 70% (weku) (N? 17),
2 mecsua nocue 2-u npouenypbl 56 1% {Ne 18).
4 Hepenu nocne oAHOKPATHON NMpoueaypbl BCE NOBPEX;TeHMble cocyabl Obinn BblneveHbl (Ne 19)

Huxe nprvBoAsTCA nokasaTenu yNyuylleHus KOXW OTHOCUTENIbHO NUTMeHTauum (OMOJIoXEHME),
2 Mecsua nocne 2-i npoueypbl BCe y4acTKM HapylweHus nurmeHTauuy 6binu BbineveHbl (Ne 19).

3.2.2 2 (heKTUBHOCTb, BblpaXeHHasa B LiKane
Bo Bpems uccnegosaHusa N» 14 nokasaTenn yMeHbLEHNA NJIOTHOCTU BOSIOCAHOIO NOKPOBa COCTaBUIN
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YMeHblleHne aonocsAHoro nokposa 0 25%: 29 nauneHToB
25-49%. 102 Hauwuelira
50mM% 219 nauue'*os
76 100% 18 nayneHTOB

3.2.3 CpaslieHue pes3ynbraTtos
Mpu ypaneHuyn BOMOCSAHOTO MNOKpoMa AWOAHbIA nasep iioKarjan nydwue pe;)ynbTaibl N0 CPaBHEHWIO C

nasepom Ha anekcaHApuTe W na3epom Ha py6MHOBOM KpucTanne, KOTOpbl mokasan Hauxygwue pesynbtaTbl (Ne
11,

pe3ynbTaT No yAaneHuWilo BOMOCAHOTNO MNOKPOBa 3a OAWH NPOXOJ AWOAHOTO fnasepa C MNOTOKOM WauBbICLLENR
[ONYyCTUMOM NNOTHOCTWM Obl1 MEMUOW.) Nydlle N0 CpPaBHEHWIO YyAaneHWem BOJIOCSHOrO MOKPOBa 3a HECKO/IbKO
npoxoA0B ANNAHO: . !Taszepa C MOTOKOM MU3KOWM NMNo:HOCTU (cM 32 1 a Takke Naio)

uro Kann, res TEMHbIX TUNOB KOXW, AVOAHbLIA Masep t MOTOKOM HW3KOMW NMOTHOCIM NOKasasn OYEBUAHO [ITyylumu
pesynbTaT ro0 CpaMHenuto ¢ NnasepoM Ha anekcamapuTte. 0 TO BpeMs Kak flasep na ajiekcaHgpute nokasasn HEMHOro
nydwmnii posynbTaTt .ansa ceeTnoin koxu (Ne 13),
- npu o6paboTke coOCyfoB AWOAHbIA nasep 6bl1 3HaunTesbHO 6onee 3adhhekTUBEH AN COCYA0B 6OMbLIOIO
AvameTpa no cpaBHEHWUIO C 1a3epoM C ANVWHOW BONHbI 532, nasepbl ¢ BoNHaMyU 06enx ANUH nokasann OAUHAKOBbIA
pesynbTar N4 COCYyA0B HeGONMbLWOro gun.ameTpa.

s 2.4 [MTTONO:MYECKMEe nokasaTenu
OblAM OTM. YOX/ MW:bMEWeHUs LuronnasMbl U Bakyosieil, a Takke 0uaroBblii 3NUAEPMONN3 U CTPYKTYypHble
U3MEHEeHUs1 MUNOCSAHOro cTepxHu, (Ne 14), uTo bIlOICTUEHHO Npoueaype yAaneHus BOOCAHOrO NoKpoBa,

rmctonornyecHan oueHka cpady nnene o6paboTkM BeH Mokasana, UYTO BEHbl C.kanucr., 6yayum .lorHiocrbio
okpyxeHnb!Mu cjiCTKa koorynnpoHaHHo TkaHbto {No 18)

3.3 OueHka u,ayYrlbix nccnepoBaHuii N060UYHBIX 3PP EKTOB

Bce yka;ravHble HOr3ble uccnegoBaHWs, paBHO Kak M 6onee paHHue wuccnefoBaHua nocnegHel Bepcun
McOioSlai. ...[XXyMeTUPYIOT BECbMa HU3KYI0 CTEMNeHb puUcKa BO3HUKHOBEHMUA HeXenaTesflbHblX NO60YHbIX 3hdeKkToB
.Tpy noyb-unm naszepom MoDioSiai nnn yc.poiicroamm ¢ aHanorMyHbIM NpeAnoa3:aeMbiM NCMNOb30BAHNEM a Takke
xopowee CwOfHOiuehHO bbirog u puCcKOB ANs  nayuMeHToB  [lBa HOBbIX W, CNlefi0BaHuSA, BKIw4awoline
INCio MO!Inue'kmc nokaszatenu (Ne 9) M 0O6bEKTUBHble U3MepeHUs 6uogusndecknx ceoicw koxm (N? 15
nogTeepxgatl. 4to wmpoue.uypbl saBnsawTca 6e3onacHbiMu  Bce nobouHble addpekTol, Habnwopgaemble y 83S
nauneHToe BO BCEX MCCAeA0BaHMAX (KONMYECTBO CeaHCoB 6bin0 ropas3go 60abWwuUM), OblNM BPEMEHHBLIMW, 38,
UCKNIOYEHNEM > X HEeOONbLWUX TUMNOXPOMHBIX rafo B cayvyae . -X MOBTOPHO 06paboTaHHbIX MUIMEHTUPOBAHHbIX
y4yacTKoB MV3MeHeHuUu nu.meunTa, ec/in TakoBble BO3HMKAIOT, 4acTo ucyesalT yepes 6onee yem 2 mecsaua. B uenom,
no6oyHble ahdekTbl Yal,e BO3HMKAKT y NauMeHTOB C TEMHOW koxel {a Takke y nayuMeHTOB-a3uaToa), OHW Takke
4yacTbl Npu ypaneHuyn nurmeHTa m o6paboTke cOcyfoB, BCcrneacrsme 60see BbICOKOW CTENeHW rroToleHun B ,3/TX
cnyvasnx

/4C.bIOK HU:|HUKNO=-3emnss Nob6ouUMn: X 3PEKTOB B cnyyae yganeHus nurmelwwa {),<« coobuanocb Bblle; UIN
06paboTkn cocyfoB, Kak npaBu/lo, OYeHb MaJsl, NOCKO/IbKY OrpaHuyeH pasmepom obpabaTbiBaeMOro nopaxeHus
i.0604HbIC 3PPeKTbl HE MOTYT MOJIHOCTbLIO UNKMOYaTLCA, OHAKO PUCK UX BO3HUKTIOEENUA MOXEeT OblTb yMeHbLe-,M
[0 BecbMa He3HauuTesibHOro 6narogaps nNpobHbIM npouegypam 3TOT (PakT ykasaH B MHCTPYKLUU NO MPUMEHEHUIO
MeDioStar (pa3sgen "MNpumeHeHune”) MoapobHble cBeAeHUSA NPUBEAEHbI B CAeayolWmnx pasgenax

3.3 1 OueHka No60YHbIX 3P HDEKTOB, NOAPOOHO OMMCAHHbLIX B OTYETHOCTM MO MCCNeA0BaHNAM
1 11pn uccnegoBaHum Ne 14, y 60NbLIMHCTBA NaLMeHTOB BO Bpems O6O0NbLIMHCTBA CEAHCOB OblM OTMeEYeHbl
aT-eMr MHOe NoKpacHeHMe KOXW M OKOXTodONIMKYSAPHBIA 0Tek
&)X MOH: Apuii «BTOpa ..OMewin.. [aHHble ABNEeHUA paccMaTpuBalOTCA Kak Xefnaemas peakuuss npuv nNpooGHOi

npoueaype, Takum 06pa3oM, OHM He paccMaTpuBalTCs O KauyecTBe MNo604YHOro addpekTa npu  Apyrux
uccnefoBaHNUAX U NO3TOMY 4acTo He yNnoMuHalTcs
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., Bo BCex uccnefoBaHMaxX Npu neyvyeHUn AUOAHLIMW fa3epamu He HabnwAanoCb HUKAKUX MOCTOSAHHbIX MOBOYHBLIX
adchbekToB (Hanpumep, WpPamMoB WAW NEepPMaHEHTHOW runo/rnepnurMeHTauum, KoTopble, B LEnoM, MOrm
BO3HUKHY b), 3@ UCKIOYEHNEM > -X HEBGObLWMNX TMNOXPOMHbBIX Fafno B cay4yae . -X NOBTOPHO 06paboTaHHbIX Yy4acTKoB
MenaHo3sa (B uccnegosaHun Ne 19 coobuieHo 06 yganeHun nNUrMeHTa)

OcobeHHYyl0 BaxXHOCTb MpeAacTaBAseT cTaTucTuka wuccneposaHua N? 14 nockonbky nocne 1840 npoueayp,
NpoBOAMMbIL.X FPeMsa LeHT|.!lamun cpeAun naumentoe C TEMHON KOXel, Yy KOTOPbIX PUCK BO3HWKHOBEHWS MOGOYHBIX
appekToB BblWwe, Habnwpanucb JUWb BpeMeHHble Mno6o4YHble addekTol (5,5%) B 0CHOBHOM 3TO 6bIn
nceBAodONNNKYNUT, KOTOPbI/ YacTo HabnogaeTca y TEMHOKOXUX NoAel faxe nocne o6bIYHOW 6puUThS,

3 B uccnegoBaHunax N» 13 {anunaunna, 18 naumeHtoB 54 ceaHca) m N® 17 (o6paboTka cocynoB v 24 NuULEBbLIX
y4yacTKoB, 43 ceaHCOB) HM O Kakmx MoBO4YHbIX adpchekTax ANa AMOLHOrO nasepa He coobuianoch

4 Tlpu ucnonb3oBaHUM ANMOAHOrO fnasep, Habnwfanucb HaMMeHbLINE OCNOXNEHNSA

r0 CpaBHEHWIO I Na3epoM Ha ajiekcaHapute U nasepom Ha pybuHosom kpu.Tranne (Ne .. anunauma 171
naymneHT)
*[10 CPaBHEHMUIO C /la3epoM Ha anekcaHapute (M® 13, anunAuma 18 nauueHToB, 54 ceaHca)

K Mpu ncnonb3oBaHuy ANOAHOro nasepa 6onesble OWYLEHNS U NO6OYHbIE 3hheKTbl OTCYTCTBOBAIN -
1 CNyyail o6pa3oBaHUA KOPKW W U3MEHEHWS NMUTMEHTALUM paBHO Kak WM MNpW MCMNONb30BaHWM Nasepa Ha
anekbaHgpuTo,
N WNaBWEHUIO T .fla3epoM C ANUHOW BosHbl 532 um (Ne 17, cocyabl. 24 nuueBbiX yyacTka, 48 ceaHCOB)

Bonee cnabble borieabie ou;yweHns. nokpacHeHne KOXW, OTek, o6pasoBaHue KOpkM Habnwaanocb TONbKO
npu ucno!T!>30BaHnK nasepa c A/IMHON BOMHbI 532 nm

5 £)p3MeunHble WU3MEHEeHUss NUIrMeHTa nNpu WUCNoJb30BaHUWM AWOAHBLIX Na3epoB OblM  3apTerncTpuposamnbl npu
nceneposaHmm N° 1o (CM  HUXE), HECKO/IbLKO CriyyaeB Mou uccnefosaHun 11 (Camoe Hu3Koe KOo/iM4yecTso fAnsA
OVOAHOrO nasepa tie cpaBHeHUO € gpyrumu) u 7 cnyvyaes 3 143 y nayveHToB-a3natoB (4 9% npu biicokom pucke
rTocoHHI.IX ac ab6ek,oit;

Y Bcex /.auneH'toB € camblM reMHbM Tunom koxu (VI) Habnwganucb BpeMeHHble U3MEHEHUA NUIMeHTa npu
ncnHpgobannu 10, notok nnoTHocTbo B 15 [X/KB CM MCMNONb30Barncs COrflacHO MNnaHy WccnefoBaHus u
ABNATMC.Y. KaK Mp.-HHWO. CAULWIKOM JIN0THb,!M AT1A AaHHOro Tuna Koxu [1o 3aBepuioHU0 nccnegoBaHua nauuveHtam
6b1/10 pasyMHO pekom/ngoBano HavyaTb NPo6HOe fnevyeHne ansa Tuna Koxu VI ¢ HNoTHoerbto notoka b 10 /KB, cm

s , B ABYX cny4yasx 6bl/i0 COO6LWEHO O He3HauuresnbT)biX oxorax Horm (Ne 12 u Ne 18)

7 () 6onee cnabbix 60N€BbIX OLWYLWEHUAX NPU MWUCNONb30BaHUM [AMOAHOrO na3epa 6bl10 COO6LWEHO npu
nccnepgosaHmax Nel3 u Ne 17

3,3.2 Mo6ouHble 3 hekTbl oueHuBaeMble cornacHo 1MCTONTOTNYECKUM nokasatensam @
nebbe :TUOHBIM U.IMEPCMUAM (s )

a) anugepmuc, (TOTOBOW CNOW M KepaTUH He ObiM MNOBPEXAEHbl W He NMPOoABUAN MAET!ITMPULUMPYEMBbIX U3MEHEHWI
cpasy nocne nedyeHus (Ns 14, anunauua, 9 npouenyp é6uoncuun),
6) TpaHcanugepmanbaoil noTepu BOAbl, W3MEHEeHW WHAeKkca MenaHuHa, CMoco6HOCTM pPOroBOro Ccnos K

rMapaTMpoBaHnio, CTPYKTYpPbl KOXHOrO Xupa v ypoBHA pH B TeyeHue « Hefesib Mocse fie4eHus ANOLHbLIM Na3epom
He Habnwpaanocbk {N® 15, anunauyunsa, 31 nayuneHT)

3.4, OueHka NPOTUBONOKA3AHUU/KPUTEPUEB UCKIIOUYEHUS, ONUCAHHbIX B X04e UcCnefoBaHuii
Mpy OLEHKe MPOTMHOITOKA3aHWI HYXHO YyUYUTbIBaTb, UTO HE BCE KPUTEPWUM WUCKIIOUYEHUS U3 UCCMef0BaHUsl SBASIOTCS
pernbHbl.-.31 NIPOTMBCMNOKA3aMUAMK  ~)EKOTOPbIe U3 HUX BK/IOYEHbl, HanpuMep TOJbKO MOTOMY 4TO pesynbTar
uccnefoBauus Ao/KeEH 6bITb OUEBUMAHO CBSA3aH C yKaszaHHOW NasepHoil npoueaypoii (MYHKT 1. ), WanM B cuiy oco60ro

nnaHa mwccnefoBaHMa (HanpuMmep, B CBA3W C 0COObIMW TUMaMW KOXW, KOrga OAHO HabnwaeHue ucknwyaeT gpyroe,
Hanpumep, Ne 14)
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MoaTomy, 0 A4ONOSIHEHUE K UCC/efjoBaHUAM (MepeyucneHHbix B pasgene 3,1) u oTyeTam (MepevyncieHHbIX B
pasgene 3 4}, Mbl U3yunnu cTaHfapTbl, KOTOPble ONWUCLIBAKT NPUMeEHeHWe pasfudHbIX Na3epoB B AepMaTonornm a
Takke ero npoTuBonokcszamuii (nogpo6bHee cM pasgen 3 3 2)

KPUTEPUU WCKNIOYEHUS NOAPOGHO MepeuncineHsl U oueHeHwb! B pasgene 3,3,1 ANA BCex YNOMSHYTbIX
ucc,nefooa. luii, NPoTMBONOKAa3aHWA COTNACHO cTaHAapTam - B pasgene 3 3,2

B UeTOM, O4YEBMAHO, YTO MPOTUBOMNOKA3AHUS IKCMNEPTOB, KOHEUYHO, He SIBASTCA YHUBEPCASbHbIMW MO
CpaBHEHMWIO C MepeyHeM KpUTepueB WCKIYEeHUs COracHo uccnefoBaHusiM Tem He MeHee, ace AelicTBUTENbHbIe
KpUTEepWu, WCKIIOYEHUS COrNacHO WUCCNeAoBaHUsIM a Takke MPOTUBOMOKA3aHUs COMMAacHO cTaHjapTam,
nepeuyucneHbl B MHCTPYKLUUKU MO npumMeHeHuto MeDioSlar

3 41 Kputepun UCKIOUYEHWNA COTTaCHO UCCNefoBaHUsAM 1 OTYETHOCTU

i lyiiKibi 1-4 1 ¢ -9 nepeyHeneTTbl a MHCTPYKUUU NO npumeHeHuto MeDioStar B KkayecTBe NpPoTMBOMNOKa3aHUK
(pasgensl 1,3, 6,4,4 1 6,5 2) log KOXHbIMKM 3aboneBaHUAMU Ha y4yacTke neyeHusa (NYHKT s ) nogpasymeBaeTtcs
repnec, 0 Hem TaKXe ykasblBaeTcsa B pasfenax, YNOMAHYTbIX Bbilwe OTKpPbITble paHbl, MHMEKUUM KU BocnaneHue
(MYHKT &) uHOTAA CBA3a@Hbl C AJIMHHLIMU U TOHKMMW BEHaMW HOI W NO3TOMY 3asfB/ieHbl B PYKOBOACTBE Kak
npoTMBONOKasaHua (A3Ba, BaCKy/INT U TPOMOOM(1ebUT) UMEHHO ANSA /IeYeHUsA Takux BeH

Kputepuin ncknwueHnsa "Kopmnenue rpyasio” (Ns 5) He paccmaTpvMBaeTCsi Kak NpoTMBOMNOKasaHue, NOTOMy

4YTO BO3MOXHOrO [ONOJIHUTENNLHOIO MOGOYHOro 3hhekTa NO CpaBHEHUIO C APYIMMU MeTofaMu fleYeHUss HeTt
(pononHUTeNbHO: He yrioMu.TaeTca B Ka4ecTBe NPOTUBONOKa3aHUA B cTaHfapTax, cm, 3 4 2),
Kputepun uck/boyeHus '"ropmoHanbHasa aucdhyHkumua" (N> 10) cBfA3aH C U3BECTHbIM 3(dekToM Korfga BblCOKOE
cofiepXaHve aHApOreHe :A43CKUX FOPMOHOB Y XEHLWWUH CTUMYNIMpYyeT POCT BOJIOC 3ITO, KOHEYHO, MOXeT rloBauAaT.
Ha pes3ynbTar uccnefoBaHUsA, NO3TOMY 3TU nauueHT?! 6blAn UCKAOYeHbl B uccnegosaHnn Ns .. ToT hakT, yTo
pesynbTal y/maneHua BONOCAHOro /lokpooa (KONUYECTBO CeaHCOB) 3aBUCUT, cpefu MNpoyvero, OT rOPMOHaIbHOIO
COCrosiHuA, ykasbtoaeTtcsa B pasgene ¢ 4 10 MHCTPYKUUN NO MPUMEHEHUIO

CnnCoK KpUTepues UCK/IHOYEHUA COrlacHO pas/iInyHbIM Ucc/efoBaHNAaM

cije rmyyBe;oUTONbHOCTb npuemMm nekapcTs, cpegu No6OYHbIX 3(PPEKTOB  KOTOPbIX  ykasaH'
eHoTeuyyecTaT.Te/IbUOCTb

yKasaHo B uccnepgosaHmax NoNg? 12, 15 u 22.

2 3aropesias Koxa

yKa3aHo B KayecCcTBe KpUTepues UCKIOYeHUs B uccnegosaHnax NeNe .., 13, 15 18 n. . .
3 pakoBble U npefpakoBble COCTOAHUSA

yKkasaHo o uccnepgosaHmax NeNe 12, 19 un 22;

6epeTUeHHOCTb

yKasaHo B KayecTBe KpuUTepues UCKIKOYEeHUsa B uccnegosaHuax NeNe 12, 14, 15 17 u 22;
KOpM .flenne tpyabto

ykaszaHo Ukayecrse Kputepues UCKIOYeHUa 0 uccnegosaHmax NeNs 12, 14, 15 un 18;

o] BO3poc r (aeTn)

yKa3aHo B KayecTBe KpUTepueB UCKNYeHUa o uccneposaHmax NeNe 14 un 15;
7 KenomaHble v runeptpodnyeckme pyouLbl

yKasaHo B Kayecrse KpuTepues UCKIOYeHUa n nccnegosaHnax NeM« 12, 13. 14, 15, 17, 19n 22,
8. 3as 0/)eBaHuWii NN BOCMaseHne KOXMU, OTKPbITble paHbl, NHeKLma, repnec

yKasaHo B KayecTBe Kputepues UCKNYeHUA o uccnegosaHmax NeNe 12, 13. 14. 15, 17, 13 n 22,
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LononHutenbno agns o6paboTkn cocynoB
J1. OyeHb TOHKME cocyAbl (KpacHoTa LWwek uam scero nuua ) (1)
M Koarynonatusa (2)

3.5. OueHKa onbiTa 3akasunka

HayuHble nccnepgoBaHus, npoBefeHHble ¢ ucnonb3oBaHnem MeDioStar (cm NeNe 15 u 16 Bbilwe), a Takxe
oTyYeTbl Mo 06cNyxmBaHuo kNMeHToB (cM NeNe 20-23 HMXKe) AEeMOHCTPUPYT 3PP EeKTUBHOCTb M 6e30MacHOCTb, a
Takxe xopollee COOTHOLWEHWe BbIro U PUCKOB, Npu npuMeHeHnn MeDioStar no HasHayeHuio.

Kpome Toro, npsiMmoe cpaBHeHWE A/IUHbI BOMH pa3/nyHbix Bepcuii MeDioStar (NeNe 22 n 23) ewe pa3s 4yeTko
OEeMOHCTPUPYIOT, YTO pasHuLua B CBA3M C UX 3(P(PEKTUBHOCTLIO He ABAAETCA CTAaTUCTUYECKM 3HAYMMON, a N06OoYHbIE
aphekTbl He3HaunTenbHbl ANA 06enx Bepcuit ¢ He6OMbLWNUM NpPeuMyllecTBOM BOMH 940 HM NpW MPUMEHEHWMW Ha
TEMHbIX TUMax KOXW YTO CTano NPUUYMHOI BKNKOUYUTbL rakne BOSHbI B Bepcuio MeDioStar HeCkonbko neT Hasaf
i 0 ip06UbIE CaefleHNs NpuBefEeHbl O creayloWmnx pasgenax

QE=O
OT0T goknag 6bl1 BK/KYEH, acnefc:Bue ydyacTusa 6GOSbLWIOT0 KonuyecTsa Hauumeiros (106), o6paboTke

'cocyfioB M ANIMTENIbHOMY nepuofy HabnwaeHus  Mecsues),
Coob6uwaemble noka.zatenn 3 PeKTUBHOCTN TaKoBbI

nosiHoe BbI3gopoBneHne - 75% {79 naumeHToB);

3HAYUTENIbHOE yNydleHne - 20 % (21 NaUUeHT),

ymMepeHHoe yny4yueHne 4 % (4 nauneHTa),

He3nauunn,IbHOB ynydweHune-- :% ¢ NauneHT)

o 14eT 21

>narof,' Tpa 06bEKTMBHOMY M3MEPEHWMI0O C NOMOATbi ChneunanbHOW KamMepbl, 3TOT OTYET AeMOHCTpupyeT
yny4lleHne KOX.HOro NokKpoBa Moc/se omofaxusalwlwero sevyeHnsas HecmoTps Ha yyacTue TOSIbKO « MalUeHTOoB,
KOTOpble NpowWan OfHOKpaTHYl 06paboTKy, 3TOT fAoknafg Obl/l BK/OYEH, MOCKOJIbKY Y/ydluBLIEecss COCTOAHWUE
pasmepoB Mop, MOPLWUH W TEKCTYPbl KOXW, Kak NpasBuio, peructpupyerca nyTemM OLEHKU YA0B/IETBOPEHHOCTU
nauveMToa. a TakKke C NOMOLLbI M3y4yeHUss (HOTOCHUMKOB, CfheflaHHbIX [0 W nocse npoueaypbl, TepanesToOM.
[aHHble pe3ynblaTbl Ne06bEXTUbUbI
34eun.- Xxe kamepa cO cneuuanbHblM nporpammHbiM ob6ecneveHnem (Canfield Visia System) oueHuBaet
ynyywc'n've L OCTUHHWSA NO NPOLEHTHONM LlWkKane, C NOMOLWbI aHanu3a (OTOCHWMKOB, CAETIOMHLIX A0 W nocne
rpouenypbl Pe3ynbTaTbhl nocne ogHoli npoueaypbl (Mpu pekoMeHAyeMbliX Tpex) TakoBbr
YAy4yleunnr; TeKCTypbl Koxn 22 31
ynydweHune coctossHuA mopa(H 33 39%
ynyduweHune pasmepos nop 10-19%,
yny4yleHne COCTOAHUA BO3pacTHbIX nateH 15%.

OTyeT . ?
B aTom mccnepoBaHuu 5 nauneHToOB NPOXOAMIN NleYeHne ¢ HenocpenCTBEHHbIM CPaBHEHUEM pe3y/bTaToB
OtueT 6bin uk/)loyen (wemoTpsa Ha :MM3koe 4MCNo naumeHToB, MOCKONbKY B WCCAeLOBaHUM WCNOAb30BasioCb

HenocpeagCTBeHHbIM CpaBHeHMeM ne4vYeHnda OAHOro U TOro e naunmeHta C NOMOLWbH I'Ipl/l60p0B C aHanornyHbiMun
TEXNNYECKNMa XapaKTepuctukamm 3a UCKNK4YeHnem ANHbI BOJIHbI

PesynblaTbl 415 NAUUEHTOB (C NPEVMYLLECTBEHHO CBET/IbIM TUMOM KOXM) TaKOBbI:

CYL,EeCTBEHHbIX pa3nnMunini B ahheKTUBHOCTU U AUCKOMPOPTE OTHOCUTENIbHO Pa3/IMYHON AIUHBI BOSIH OTMEYEHO
He 6bIno

no6oyHble 3P ekTbl He Habnwganuch
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pefakuy a 4 alroa, wa p 10-05-01.doc
OTueT 23

LOns nccnepoBaHus 6bl1 MCNOMNb30BaAH TaKoW Xe nNnaH, kak u ans Ne 22, ofHaKO B HEM MPUHANKU yyacTne 25
nayneHToB, cpefn KOTOpbIX 6bIIN U NaLUeHTbl C TEMHbIMU TUNAMU KOXMU
Pe3ynbTaTtbl TakoBbI
CyLLeCTBEHHbIX pa3nuuunii B 3y heKTUBHOCTU M OTHOCUTENIbHO Pa3/IMYHON ANNHBI BO/TH OTMEYEHO He 6blno
cpefiHee yMeHblUeHe BOJIOCAHOro nokposa coctasuno: 58,11% ana sonH 810 HM 1 60,35% ana BosiH 940 Hwm,
NTO/IbKO Yy OAT'OK) NauveHTa pasHuua Mexay yvarrrkamu coctasuna » o %
matla sonyn 940 nm nobouHbIX :X)d)dektoo He Habnwaanocb. 2 No604HbIX adphekTa Habnwganock anu tjorin 810 HM
(I obpasoBaHue KOpkW, : ANIUTENILHOE NOKPACHEHWE KOXW U runepnurMmeHTauus),
nayMeHTbl C TEMHOW KOXel MCNbITbiIBANN MEeHbLINA AuckoMgopT npu o6paboTke BonHaMu 940 HM

3.6. OueHka oTyetoun BfArM (dPepepanbHOro MHCTUTYTA NO SleKapCTOEMUbIM MNpTenapaTtaM U MefLl,:MHCKOM
npoaykuuu Feptar-xnnl' ~

MocnepgHee «®::neaoBl3Hae pekomeHpaauuii BfArM. a Takxke OT3bIBOB Npou3BoauTeneii, 6ui10 caenaHo 28

Mapta 2011 ropa'm iH» gana pesy.nbTaroo. KoTopble 6bliM 6bl akTyanbHbl ana MeDioStar [Mogpo6Hee cm
.NpunoxeHne 3 HacTosLel BLATKN

4, 3aknuuTenbHas oUeHKa pe3ynbTaToB

HacToAawas oueHka wccnegoBaHuin n oTyeToB No 6Gonee cTapoii Bepcunm MeDioStar wnu  gpyrux
9KBMBANIEHTHbIX NIpnb6apoo cBuAeTenbLCTBYIOT 06 3ah(PeKTUBHOCTM NevyeHus Npu LeneBOM WCNONb30BaHWW HOBOW
Bepcun nasepHoto npubop.:.! MeDioStar

bo3moxTnse nHAMBKMAYanbTTble NO6OYHble 3dhekTbl, CBA3aHHbIe C yYpe3meprToii o6paboTkoi, BkAYAT
BONAbIPU, 06pa3oBaHue KOpKW, W3MEHEeHUA nurmeHTauum, pybubl, W NPOABAATCA Ha HeB6ONbLWMUX YyyacTkax
BCMEACTINO Masoro pasmepa ydactka obpaboTkum (Hanpumep Bofoc, cocyfn). Kak npaBuno OHU BpeMEHHbI,
UCK,T;l04eHne COCTaBNAT Heb6onblwmne pybubl, KOTOpble BO3HWKalT pefko [MobouyHblie 3addekTbl He Mor: T 6biTb
MOSIHOCTbIO WMCKIOYEHbI, OAHAaKO, Kak NnokasaHO B OUeHKe, AuOAHble nasepbl U nasepb! MeDioStar Bbi3biBalOT
MeHbLe No60YHbIX 3PP EKTOB N0 cpaTTHEeHWU ¢ Apyrumu naszepamu Kpome Toro, no6ouHble ahpdekTbl MOryT 6bITb
cBefeHbl K MUHUMYMY C NOMOLLbI0 NMPOGHOV 06paboTKM, ONUCAHHON B MHCTPYKLUW MO NMPUMEHEHUIO

ljIKJTviHoi (Oka3aHusi, yka3aHHble B /MTepaTypHbIX WCTOYHUKAX, MepeyncsieHbl B WHCTPYKUMM NO
npumene.ykio

YBe.uomsnenne 06 ocTasbHbIX pUcCKax B MUCTPYKTLLM MO NPUMEHEHUIO
BO3MOXHble N0o60YHble adhhekTbl pasgensl G4 5un 6.5 3;
npoTtusonokasaHua: pasgensl 1.3, 44 mne 5.2

3aknyntenbHas OUEHKa Ha OCHOBE W3YYeHWUs NUTepaTypHbIX WCTOUYHUKOB CBMAETENbCTBYeT, YTO Mo/b3a
OT HOBOTO yapoicTBa W ero npu.meveuns npeBbilaeT PUCK AN NayueHTa 1 nonb3oBaTE3NA Oxwupgaemble NO6OYHbIE
wTchchekTE3 1 ABNAITCA HE3HAauyWTesNbHbIMU W He MNpeBblWalT CTEMEeHN puUcka Mpu UCTOW.>3Baunn Apyrunx
ilpnubopoB {b l!om uucne npeablaywmx Bepcuit MeDioStar), KoiopE>ie yxe MHOrMe rogbl MNPUMEHSATCA
;;CO0:BETO:BYIOLWMNM 06pa3om
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Die Ubereinstimmung vorstehender Ab-
schrifl mit der Urschrift wird beglaubigt
Jena, den . 0. JUNi 2Q15

Der Notar

Yy
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["opoa Mocksa.

TpuHaguaToro nona Ase TbiCAYN NATHAALATOrO roja.

A, lam3nHa EneHa BacunbeBHa, BPEMEHHO WCMOMHAIOLWAA 0653aHHOCTU HOTapuyca
ropoga Mockebl TepebkoBa Anekces BnaaMmupoBuya, CBUAETENLCTBYH MOAMHHOCTb
noanucy, CAeNaHHoOM NepeBOAYMKOM YMCTAKOBbIM  AHTOHOM BagumoBnyem B MOEM

NPUCYTCTBUN. JINYHOCTb €ro yCTaHOB/EHA.

3apeructpmposaHo B peectpe 3aNe 7 6 -/

B3bickaHo no Tapudy: 100 LL,6°O kon

l'opgn Mookea,
TpvHaauaToro v IBITLLLLIMBATOrOMNB3

1 JT11447m5i81LICT11 HOT|p»yC1rOpOM
I\/I«Cll’ll/l 1|p«6kom AsKee« que a<*|*po»«u| M||Je|e|M||ym [iepUMrb Mo KTu* ¢
MOO/IMMMKOM LIOKYMEHT. B 110€/14aMM MOAWIOTOK, NPAMCOK, MHOPKMYTbIX CI00 K KMbIK
KCOfMOpIHMK  konpHnoruit «m KIKKK-M1030 ocoBokkocToid Mr.
Mwoto, 1My, 0BpOrKieMycn 1 COMPUTMOM HOMPKUBIMIO ACACNKN
yto np«Clkplronkraonkkkl«pTcTk KoMK oakymw ! He
00a0pX|uu1n fOKYMOKTO 1 coortircnKO ULLO%HBIK

Sipmecrptfioim i "
B3bilHOAONP»»/
BVO nonpkyc»'
Bcero NPOLUHYPOBaHO,
NPOHYMEPOBaHO M CKPEMIEHO
rneyartbto _wmea(
Bpuo HoTapuyca /ALLM3nHa E.B.
BcCero

nponyMspoea:

VicTOB.
nevaTblo

BPVIOHOT»P"Y
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Seglaubtate Abschrlff

Konus
Asclepi™n

A%ESm Lasr TehrooQiK GriH Sf to © 07742 Jam * Gmar Laser Technologies
To whom it may concern Department: Regulatory Affairs
Our Ref.:
Your Ref.;

Phone: (t49) 3641/7700-100
Fax: (+49) 3641/7700-102

E-Mail; info@asctepjon.c«n

Date: June 09, 2015

JlonosiHeHNEe K MHCTPYKLMM MO 3KCNyaTauuu 4ns ywramoBok,
3KCMTyaTUPYIOLWMXCA Ha TeppuTopun Poccuiickoli defepauun

1. Ytunmnsauyumsa

YcTaHOBKa YTUN3UPYETCH B COOTBETCTBUM C PefiepasibHbIM 3aKOHOM 0T 24 mioHA 1998 1. N 89-P3 "'0O6
0TXofax MpPou3BOACTBA U NOTPe6/IeHNs™ (C U3MEHEHUSIMU 1 IONO/THEHUSAMMU), CaHUTAPHbLIMU NpaBuiaMm 1

Hopmamm N2.1.7.2790-10 oT 12 gekabps 2010 roga ' CaHUTapHO-3NWMAEMMONOrNYECKNE TPe6oBaHUSA K
06paLLEHNIO C MEANLIMHCKUMI OTX0gamm™",

Mpu yTuAM3aumm 0TX040B MATEPUA/IOB M MpU 06YCTPOICTBE NPUTOYHO-BLITSKHOW BEHTUNALMM

NPOV3BOACTBEHHbIX MOMELLEHWI JOIKHbI COB/IH0ATECA TPE6OBaHUS MO OXpaHe NpUpoAbl coriacHo FTOCT
17.1.1.01, NOCT 17.1,3.13, TOCT 17.2.3.02 nFOCT 17.2.1.04.

Hopmbl pecypcocbepexeHust - no TOCT 30772 u TOCT P52108.

2. TpaHCcrnopTMpoBKa M XpaHeHune

Temnepatypa ot 15‘C go 30*C

OTHoc. BnaxkHocTb Bo3ayxa ~ Makc. 70% (6e3
HeobxofnMble BHELLHME YCN0BUS
KOHZeHcaumm)

BbicoTa - makc. 3000 M Hajg ypoBHeM MOpS.

BepTukasibHOe nosoxeHue (He KnacTo!)

JonycTumbie ycnoBus TPaHCNOPTUPOBKU U Temnepatypa ot 5°C go 40°C
XpaHeHuns OTHoc. BnaxHocTb Bo3gyxa - oT 10% fo 95% (6e3
KOHAeHcauumn).

Our general terms and conditions; Www.asclepion.com

Registered office; Jena Bank Connections;

Register of commerce court; Jena

Sparirasse Jena = SWIFT HELADEFIJEN < IBAN DE 34830530300000000094
HRB 209648

Deutsche Bank Jena = SWIFT DEUTDE8SEXXX < IBAN DE 67820700000397755000

UST ID Nr. DE 813678553 Commerzbank Jena - SWIFT COBADEFF82! * IBAN DE 54820400000258272400

WEEE-Reg.-Nr. DE 33663120
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3. YNO/IHOMOYEeHHbIi NpeacTaBUTbL NPOM3BOANTENS Ha TeppuTopuu Poccuiickoin depepaumn:

OO6LLECTBO C OrpaHNYeHHO 0TBETCTBEHHOCTLIO «J1asep Meg Cucteme» (OO0 «Jlasep Meg
Cucteme»), FOp. Agpec: 143300, MockoBckast 06/1., Hapo-®oMUHCKWiA p-H, r. Hapo-PomMuHcK, yn.
KanvHuHa, 4.8/1, Ten: +7(495)661 48 78;8 925 001 23 01, e-mail: manager@iasers-ms.ru.

Asclepion Laser Technologies GmbH
V.

Pietro Amatalli
Technical Director

Die Uberemstimnung vorstehender Ab-
schrift mit der U Schrift wird bagiaubigt

Jena, den 10 JN 2015
Hpr Notar
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ropog Mocksa.

TpuHaguaToro uwAa  ABe TbiCAYM NATHAALATOro roja. []]

A Jlam3mHa EneHa BacuibeBHa, BPEMEHHO WcMosHAKOWaa 0683aHHOCTU HOoTaop” P!
ropoga MockBbl TepebkoBa Asekces Bnagumuposuya, CBULETENLCTBYHO MNOLNMHHX!

nognucu, caenaHHoOm nepeBOAYNKOM YuncTAKoBbIM  AHTOHOM Bagumosuuyem' B /1KC:
NPUCYTCTBUU. JIMUHOCTb €ro yCcTaHOB/IeHA.

3apeructpmpoBaHo B peecTtpe 3a Ne © -

B3blckaHo no Tapudy: 100

| opog, MocKoa.

Tpl/IHa‘EI,IJaTOFO Mo ETeCHILH3OLOOTA

51, JlavavHaEneHsBacl/Tb | INe.aeveHNa/cLLnNe <] LLe6isrmHoall. HeT3pKyWropoaa
MoCKUi Tepebrkora Anercest Brapaviqooestia, CexIeTerECTEYHO 3CPHOCTb 3H0S KOTFV C
I0ANKH/KOM JpKyVEHTa. B NOCIefHeM MOBHHCTOK, JPHTKOOK. 33HEDKHY T k< CI0B K <H/X
HEOrOBOpEHHBX Vi HH KaK/X-V0 OCOGEHHOCTEN HET.

MHoto, nny, oﬁpaTKememycn [ia COBEpLUEHNEM HOTapuanbHoro AencT3ng, paBbAcHeHo,
TO NPy CBUAETENLCTBOBAHWI BEPHOCTU KONUW JOKYMEHTA HE nomaep)«,qagrcn 3THOHHLTCTb
COZePXaHust JOKYMEHTa U COOrBETCTBUE M3N eHHb 4,1 MaHTOe LedCTBUTENbHOCTH.

3npBTCTPAPOLL': 3peecr

Bpa-no oty
BPVIO Hotapnyoe
Bcero npowHypoBaHo,
NPOHYMEPOBaHO M CKpPenJseHo
Bcero npoLiHypoBaHo, neyaTbio 0, _nucl(=anch
NPOHYMepoBaH«” CKpenaeHo Bpwvo HoTapuyca
neyarbto _z —

Nam3unHa E.D.
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