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Users manual

1. Product destination

The Headlamp medical is destined for creating the necessary luminous flux and for

picture zooming.

2. Delivery set

Headlamp in the various versions:

IThe medical headlamp DKH-30/1 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom- 1 pc

3. Binocular loupes - 1 pc

IThe medical headlamp DKH-30/2 consists of the following components:

1. The headlamp with the LED source consists of, the followiiig components (The
headlamp witMI|§”~i;Ef>/source - 1 pc, accumyator™baS~ry - 2 pcs, charging
device - 1 pc, sS™~~caps - 2 pcs, light filters -"4 pcs, network adapter - 1 pc,
finger holder- 1pc)”™ t pc.

2. Glass with the option of increased zoom - 1 pc

Il The medical headlamp DKH-30/D consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

IVThe medical headlamp DKH-40/1 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

3. Binocular loupes - 1 pc

V The medical headlamp DKH-40/2 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, sa charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

VI The medical headlamp DKH-40/D consists of the following components:
1. The headlamp with the LED source consists of the following compope”™t~'~

, SAME AS ORIGINAI®
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headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

3. Binocular loupes - 1 pc

VIl The medical headlamp DKH-50/1 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pe,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

3. Binocular loupes - 1 pc

VII The medical headlamp DKH-50/2 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

VIIl The medical headlamp DKH-50/3 consists of the folloyving compt ents:

1 The headlamp with the® LED source consists of tA"A~iUoMW~components (The
headlamp with the LEISA™~[7e"'- 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, netvyork adapter - 1 pc,
finger holder- 1pc) - 1pc.

2. Glass with the option of increased zoom - 5 pcs

IXThe medical headlamp DKH-50/4 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

3. Camera for visualization - 1 pc

X The medical headlamp DKH-50/D consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder- 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

Xl The medical headlamp DKH-60/1 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

Glass with the option of increased zoom - 1 pc

2.
3. Binocular loupes - 1po SAME AS ORIGIINI
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XI The medical headlamp DKH-60/2 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1pc) - 1pc.

2. Glass with the option of increased zoom - 1 pc

XIl The medical headlamp DKH-60/3 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder- 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 5 pcs

Xl The medical headlamp DKH-60/4 consists of the following components:

1. The headlamp with the LED source consists of the following components (The
headlamp with the LED source - 1 pc, accumulator battery - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder - 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

3. Camera forvisua|™||i“"b™j pc

X1V The medical headlamp”~DKH-e0/D consists of the following components:

1. The headlamp with the LED source consists qt|he follow|hg components (The
headlamp with the LED source - 1 pc, accunl«miferj™i|feiry - 2 pcs, charging
device - 1 pc, safety caps - 2 pcs, light filters - 4 pcs, network adapter - 1 pc,
finger holder- 1 pc) - 1 pc.

2. Glass with the option of increased zoom - 1 pc

(Hereafter referred to as - medical lighter)

3. General data for use and operation

Conditions of product use - departments for general and plastic surgery, stomatology,
ear, nose, and throat practices of medical and preventive treatment facilities.

The medical lighter is a product of multiple application.

The medical lighter is a non-steriie medical product.

In dependence on the potential risk of application the medical headlamp belongs to the
class 1 (in accordance with the order of the Ministry of Health of the Russian Federation
Ne4n dated 06.06.2012).

The connection of any devices that are not parts of the medical headlamp is strongly
prohibited.

The headlamp with LED source. Glass with the option of increased zQ®©ateteRdcular
loupes, camera for visualization are used with a patient.

N SAME AS OHIGIi
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Do not touch a patient and any parts of the medical headlamp that are on the
maintenance, it's strongly prohibited.

4. Indications for use

The medical headlamp is destined for creation of the necessary luminous flux and
picture zooming in the course of carrying out diagnostic and operational

interventions.
5. Contraindications

Contraindications to the use of The headlamp are interconnected with contraindications
of the patient to the use of lighting products.

Don’t use the medical headlamp for lightning of the area of eyes.

6. Product description

The medical headlamp: In V.

1. Headlamp with the LED source

Figure 1

Headlamp with the LED source is an integral part of the delivery set:
DKH-30/1, DKH-30/2, DKH-30/D, DKH-40/1, DKH-40/2, DKH-40/D, DKH-50/1, DKH-

50/2, DKH-50/3, DKH-50/4, DKH-50/D, DKH-60/1, DKH-60/2, DKH-60/3, DKH-60/4,
DKH-60/D

IiIAME AS ORIGIihAL;” i
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The headlamp is a product used for creation of necessary conditions of work of the
physician and/or medical workers. Among technical propertied of this product there is
the creation of the necessary luminous flux using the built-in light-emitting-diode light
sources for the confident carrying out diagnostic and operational interventions, picture
zooming using binocular loupes and glass with the option of increased zoom, as well as

a possibility of logging of the work using the visualization camera.

2. Glass with the option of increased zoom

Figure 2.

The glass with the option of increased zoom is an integral part of the delivery set;
DKH-30/1, DKH-30/2, DKH-30/D, DKH-40/1, DKH-40/2, DKH-40/D.DKH-50/1, DKH-
50/2, DKH-50/3, DKH-50/4, DKH-50/D, DKH-60/1, DKH-60/2, BkH-60/3, DKH-60/4,
DKH-60/D

The glass with the option of increased zoom is mounted on the pivot of The headlamp
with the LED source.

The glass with the option of increased zoom secures the more sharply defined
visualization by medical workers of the region of interest in the course of carrying out
diagnostic and operational interventions. The glass with the option of increased zoom is

used only in combination with The headlamp with the LED source.

3. Binocular loupes

SAME AS ORIGINAL

Figure 3
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Binocular loupes are an integral part of the delivery set:

DKH-30/1, DKH-40/1, DKH-40/D, DKH-50/1, DKH-60/1

Binocular loupes are mounted on the pivot of The headlamp with the LED source.
Binocular loupes secure the picture zooming in the course of carrying out diagnostic
and operational interventions by medical workers. Binocular loupes are used only in

combination with The headlamp with the LED source.

4. Visualization camera

Figure 4

The visualization camera is an integral part of the delivery set;

DKH-50/4, DKH-60/4

The visualization camera is mounted on the pivot of The headlamp with the LED source.
The visualization camera secures the logging of the work in the course of diagnostic
and operational interventions by medical workers. The visualization camera is used only

in combination with The headlamp with the LED source.

7. Conditions and rules of product use

7.1 Preparation of the product for the operation.

Remove the product from the individual package, check units and components of the
product in correspondence with the article number. Check the presence of mechanical
damages of the product; ifsome mechanical damages have been found out, don’t use
the product and refer to the official representative of the manufacturer. After checking
the presence of mechanical damages open the battery compartment at the

the bow of the medicine lighter and remove the accumulator. Remove the fi*

8 SAME AS URI1G
& 000 LMPMH (] INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR.RU



user s manual

accumulator. Take the network adapter and the charging device. Connect the network
adapter with the charging device. Connect the network adapter with the power
receptacle. Put the battery into the charging device. The complete charging takes about
two hours.

Put the charged accumulator into the battery compartment and close the cover of the

battery compartment.

7.2 Operation of the product.

Put the medical lighter on, shift the light-emitting-diode down (keeping the finger holder),
by that The headlamp will be switched over to the active condition.

After this take the glass with the option of increased zoom. The protuberance of the
glass with the option of increased zoom must be put into the upper port in the support
(from the rear wall to the front wall) of the medical lighter.

The product is ready for use. The specialist can use the product for creating the

necessary luminous flux in the region of interest.

Li~t ON Light OFF

Figure 5.

If binocular loupes are present in the delivery set (only for the following models: DKH-
30/1, DKH-40/1, DKH-40/D, DKH-50/1, DKH-60/1), binocular loupes can be installed
instead of the glass with the option of increased zoom. Itis necessary to install the
protuberance of the binocular loupes into the upper port in the support (from the rear
wall to the front wall) of the medical lighter. At that the necessary focal distance must be
set using the head for adjusting the working distance (located on the case of the
binocular loupe), the necessary focal distance must be set by means of rotation of the

head.

The value of each division on the scale amounts to 1 mm.

SAME AS ORIGJ.iiNe 7
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Due to moving the loupe by one scale division of each side of the both sides, the
interpupillary distance is changing by 2 mm. The clear, circular, binocular image (Figure
1) must be obtained at the chosen level of magnification and the working distance,

without shadow or double image.

Figure 6.

For achieving the best loupe characteristics the loupes must be aligned horizontally and
vertically along your optical axes oceii correctly.

Look through the loupes at the necessary subject located at the working distance from
you. At first look at this subjecj with one, closed eye; after this adjust the loupe until the
sharp image appears. Repeatwa”rocedure with another closed eye. Close the lefteye
and the right eye interchangeably for checking the possibility of binocular vision, and
perform the fine adjustment. After you have achieved the satisfactory adjustment and
the sharpest image as mush a possible, tighten fixingisbf0™|~"cuiar lenses.

The product is ready for use. A specialist can use the product for creation of the

necessary luminous flux in the region of interest.

If the visualization camera is present in the delivery set (only for the following models:
DKH-50/4, DKH-60/4) fix the camera on the medical lighter where a glass with the
option of increased zoom or a binocular loupe have already been mounted. The
mounting is carried out at the front wall of the medical lighter. Due to the camera a
doctor or medical workers can log a diagnostic intervention or an operational
intervention. The product is ready for use. A specialist can use the product for creation

of the necessary luminous flux in the region of interest.

10
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Materials ofthe product

The medical headlamp in the various versions:

Nu
mbe
r

1

10

Name of the
system
component
Headlamp with
the LED source

Accumulator

battery

Safety cap

Light filter

Network adapter

Finger holder

Charging device

The glass with
the option of
increased zoom

Binocular loupes

Visualization
camera

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

System

Headlamp with
the LED source

Headlamp with
the LED source

Headlamp with
the LED source

Headlamp with
the LED source

Headlamp with

~he LED source

Headlamp with
the LED source

Headlamp with
the LED source

The glass with
the option of
increased
zoom
Binocular
loupes

Visualization
camera

1

Material /
Trade mark
Optical glass
Frame:
polycarbonate
ABC plastic
material

ABC plastic
material

Stainless steel

SAN LURAN
388S

Optical glass

ABC
material

plastic

Stainless steel

SAN LURAN
388S

ABC plastic
material

Stainless steel

Optical glass
Frame:
polycarbonate

Optical glass
Frame:
polycarbonate
Taping pin:
Stainless steel
Optical glass
Frame:
polycarbonate
ABC plastic
material

Name

BK-7/SF-10
SC 1004A-
EM59P
VH-0810 G
7643
VH-0810 G
7643
STS301

EN71-9

VH-0810 G
7643

VH-0810 G
7643
STS301

EN71-9

VH-0810 G
7643
STS301

BK-7/SF-10
SC 1004A-
EM59P

BK-7/SF-10
SC1004A-
EM59P
STS301

BK-7/SF-10
SC 1004A-
EM59P
VH-0810 G
7643

Type of the
contact

Temporary
with
undamaged
skin

Temporary
with
undamaged
skin
Temporary
with
undamaged
skin
Temporary
with
undamaged
skin
Temporary
with
imdamaged
skin
Temporary
with
undamaged
skin
Temporary
with
undamaged
skin
Temporary
with
undamaged
skin
Temporary
with
undamaged
skin

Temporary
with
undamaged
iskim
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9. Technical data of the product

9.1 Overall dimensions of The headlamp with the LED source:

Length - 310 30 mm

Width - 110 = 10 mm

Height - 150 £ 15 mm

9.2 Overall dimensions of glasses with the option of increased zoom:

Length - 110 £ 10 mm

Width - 30 £5 mm

Height-45 £+5 mm

9.3 Overall dimensions of binocular loupes:

Length - 85 £5 mm

Width - 50 £5 mm

Height - 25 £5 mm

9.4 Overall dimensions of the visu”~ation camera:

Length - 170 £ 10 mm

Width - 25 £5 mm

Height - 40 £5 mm

9.5 The weight of products is:

- Headlamp with the LED source - at most 105 g

- Glass with the option of increased zoom - at most 15 g

- Binocular loupes - at most 55 g

- Visualization camera - at most 15 g

9.6 The headlamp with the LED source must secure the illumination at the working
distance of 250 mm at least, Lx:

- DKH-30/1, DKH-30/2, DKH-30/D - at least 30 000 Lx

- DKH-40/1, DKH-40/2, DKH-40/D - at least 50 000 Lx

- DKH-50/1, DKH-50/2, DKH-50/3, DKH-50/4, DKH-50/D - at least 100 000 Lx
- DKH-60/1, DKH-60/2, DKH-60/3, DKH-60/4, DKH-60/D - at least 120 000 Lx
9.7 Characteristics of the accumulator battery of The headlamp with the LED source:
-Number of rechargeable lithium-ion cells - 2 pieces

-Voltage of rechargeable lithium-ion cells - 3.7 V

- Capacity of rechargeable lithium-ion cells - 1150 mA/h

-Time of the continuous work of the product with two cells - at least 12

2 SAME AS ORIG
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9.8 Characteristics of the charging device of The headlamp with the LED source-.
-Voltage at the inlet of of the charging device - 100- 240V

- Voltage at the outlet of the charging device - 8.4V

- Frequency of the charging device - 50/60 Hz

9.9 Characteristics of binocular loupes:

- Width of the work field at the distance of 500 mm - 130 - 300 mm

- Dimension of the work field of vision at most 150 mm

-Working distance (depth of the field) - 200 - 1000 mm

- Depth of focus - 200 - 750 mm

- Magnification of the optical system up to 5.5 times

9.10 Characteristics of glasses with the option of increased zoom:

- Dimension of the work field of vision at most 450 mm

-Working distance (depth of the field) - 50 - 1000 mm

9.11 Characteristics of the visualization camera:

- Image format -JPEG chromatic images, MPEG colored video

- Resolution in pixels - 1280x72iQ;v\"41920x1080 pixels

- Reading interface - USB 2.0

9.12 Splits, blebs, handling marks, scratches, chipped places, barbs, burn marks, oxide
scale, and particles of grinding and polishing materials are not allowed.

9.13 The medical lighter must resist the exposure of temperature and humidity of air in
the course of transportation and storage for conditions in accordance with the group 5
0Z4 (rooms where oscillations of air temperature and humidit)™ unessentially differ from
such oscillations in the open air; such rooms are loi™fiaxill*roclimatic areas with
moderate and cold climate in the atmosphere of any kind) in accordance with the
standard GOST 15150.

9.14 The medical lighter must be resistant against the exposure of climatic factors of the
ambient environment in the course of operation the in accordance with requirements for
products that have the design construction of UHL4.2 (for the operation in laboratory,
capital, living rooms and other kinds of rooms of similar type, for macroclimatic areas
with temperate and cold climate) in accordance with the standard GOST 15150.

9.15 The medical lighter in the transport package must resist the mechanical impacts in

the course of transportation in accordance with the standard GOST R 50444.

—riA
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9.8 Characteristics of the charging device of The headlamp with the LED source-.
-Voltage at the inlet of of the charging device - 100- 240V

-Voltage at the outlet of the charging device - 8.4V

- Frequency of the charging device - 50/60 Hz

9.9 Characteristics of binocular loupes:

- Width of the work field at the distance of 500 mm - 130 - 300 mm

- Dimension of the work field of vision at most 150 mm

- Working distance (depth of the field) - 200 - 1000 mm

- Depth of focus - 200 - 750 mm

- Magnification of the optical system up to 5.5 times

9.10 Characteristics of glasses with the option of increased zoom:

- Dimension of the work field of vision at most 450 mm

-Working distance (depth of the field) - 50 - 1000 mm

9.11 Characteristics of the visualization camera:

- Image format -JPEG chromatic images, MPEG colored video

- Resolution in pixels - 1280x727Q™\ 19201080 pixels

- Reading interface - USB 2.0

9.12 Splits, blebs, handling marks, scratches, chipped places, barbs, burn marks, oxide
scale, and particles of grinding and polishing materials are not allowed.

9.13 The medical lighter must resist the exposure of temperature and humidity of air in
the course of transportation and storage for conditions in accordance with the group 5
0Z4 (rooms where oscillations of air temperature and humidity ui|essentially differ from
such oscillations in the open air; such rooms are lo iiS ~ itoacrocltalr!n areas with
moderate and cold climate in the atmosphere of any kind) in accordance with the
standard GOST 15150.

9.14 The medical lighter must be resistant against the exposure of climatic factors of the
ambient environment in the course of operation the in accordance with requirements for
products that have the design construction of UHL4.2 (for the operation in laboratory,
capital, living rooms and other kinds of rooms of similar type, for macroclimatic areas
with temperate and cold climate) in accordance with the standard GOST 15150.

9.15 The medical lighter in the transport package must resist the mechanical impacts in

the course of transportation in accordance with the standard GOST R 50444.
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10. Marking

10.1. The product marking must correspond with directions stated in the user’s manual,
with requirements in the standard GOST R 50444-92.

10.2. The main information on the package must be the following

-name and (or) trademark of the manufacturing enterprise,

- address and phone of the manufacturer,

- description of the content of the package,

- batch number (series).

Superscription of additional information about the product is admissible:

mJI Manufacturer

SN
Serial number

11. Packing

The individual package consists of: cardboard box, with included cardboard dividers and
foam fillers.

12. Transportation
llWIlllm

The product is laid into the corresponding package in combination with the operational
documentation. Conditions of transportation of the product must correspond with
storage conditions 5 in accordance with the standard GOST 15150 (at the ambient air
temperature from minus 50 up to plus 50°C and the relative humidity up to 100%)

SAME AS ORIGI
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13. storage

mi__a)Kaa"BMRK23Biii"JS2E2Liilia

The storage conditions of the product in the transport package on warehouses of the
manufacturer (consumer) must correspond with storage conditions 2 in accordance
with the standard GOST 15150 (at the ambient air temperature from minus 40 up to
plus 50 °C and the relative humidity up to 98%)

14. Maintenance

Cleaning:

e Before cleaning make sure that the device is switched out.
The external surface of the product must be cleaned with the humid fabric, 3%
solution of hydric dioxide with admixed 0.5% solution of the washing agent like

“Substance“or 1% solution of chloramine.

e For disinfection of the external surface please use a detergent with the mild effect in
accordance with instructions of the manufacturer.

e ltis prohibited to use abrasive n|i*|gr;ials and cleaning agent with the hard exposure.
e Avoid penetration of liquids to the inside of the medical lighter.

Itis prohibited to sterilize the unit with some other agents.
e Glasses with the option of increased zoom and binocular loupes must be cleaned

with the soft fabric moistened with spirit of water. Don't use solvents or cleaning
agents.

15. Running maintenance and guarantee obligations

The running maintenance is not carried out by the user.

The guarantee for materials and quality of the medical lighter is provided for the period
of one (1) year since the initial selling date. Ifthis product goes unserviceable due to a
defect in materials of the inadequate quality during the guarantee time period of one (1)

year, the product is repaired or replaced.

In case of arising of a guarantee case please refer to a representative of the

manufacturer:

SAME AS ORIGIijtafcieSP
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,Doctor Kim“ Limited liability company (OOO ,,Doctor Kim*), 197082, city of Saint
Petersburg, ul. Turistskaya (Turistskaya street), house 28, building 1, apartment 390,
phone: 8-812-309-42-62

16. Data about disposal and destruction

Medical devises, packaging material, and appliances must be disposed in accordance
with the active national legislation and standards. In accordance with the sanitary
regulations and standards (SanPiN) 2.1.7.2790 the trolley belongs to the A class -
epidemiologically safe wastes.

17. List of national and international standards

The list of applied national standards of the Russian Federation and international
standards with the purpose of securing the safety, efficiency, and quality, as well as
standards with inspectiog™”™”~iques: GOST R (FTOCT P 50444-92), EN ISO
13485:2012, FDA establishnient registration & device listing Ne3007842665

The product is manufactured in correspondence with FDA establishment registration &

device listing No3007842665 for products of the 1 class

18. List of data about international certificates and declaratde{tcdrompl ce

- Certificate EN 1SO 13485:2012 issued on 25.11.2015.
- FDA establishment registration & device listing No3007842665

- Certificate of the registration of the company

SAME AS ORIGINALS
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19. Table of EMC compatibility
Table of EMC compatibility

Table 1- Guidance And MANUFACTURER’S Declaration ELECTROMAGNETIC EMISSIONS For All
ME EQUIPMENT And ME SYSTEMS

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

Emissions Test Compliance Electromagnetic Environment-Guidance
RF Emissions Use RF_ energy only for its internal funct_ion. Therefore, its
CISPR 11 Group 1 RF emissions are very low an_d are not likely to cause any

interference in nearby electronic equipment.

RF Emissions Class A The device are suitable for use in all establishments, oth(_er
CISPR 11 than domestic, and those directly connected to the public
Harmonics low-voltage power supply network that supplies buildings
IEC 61000-3-2 Class A used for domestic purposes..
Flicker Complies
IEC 61000-3-3

20. Guidance And MANUFACTURER’S Declaration Electromagnetic IMMUNITY For All ME
EQUIPMENT And ME SYSTEMS

Table2 -Guidance And MANUFACTURER’S Declaration Electromagnetic IMMUNITY For All ME
EQUIPMENT And ME SYSTEMSI,

le—\
Guidance anH”anufacturer’s Declaration - Electromagnetic Immunity

Immunity Test EN/IEC 60601 Compliance level Electromagnetic Environment -

Test Level Guidance

Floors should be wood, concrete or

Eil?IEC 61000-4-2 fgtx 2?rntact :‘:gtx Z?rntact ceramic tile. 1f floors are synthetic, the r/h

- - should be at least 30%.
EET +2kV Mains +2kV Mains Mains power quality should be that of a
EN/IEC 61000-4-4  +IKV1/Os +1kV1/0s typical commercial or hospital

environment.
Surge +lkV Differential +IkV Differential Mains pow” quality should be that of a
+ ~ . .

EN/IEC 61000-4-5 +2kV Common 2KV Common if: «w”mercial or hospital

>95% Dip fo . .

05 CO cllep ' 100% Dip for Mains power quality should be that of a

66% éi for 0.5 Cycle typical commercial or hospital
Voltage Dips/ 5C cIeE 66% Dip for environment. Ifthe user ofthe insufflator
Dropout 300/30/ Dip for 5 Cvcles requires continued operation during power
EN/?EC 61000-4-11 25 C clgs SOWZ Dib for mains interruptions, it is recommended that

‘y . P the
>951'0 Dip for 25 Cycles insuffl £
5 Seconds Note 1 insufflator be powered from an

uninterruptible pow'er supply or battery.

Power Frequency
50/60HZ

Magnetic Field
EN/IEC 61000-4-8

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

Note 1 The EUT shuts off and must be manually restarted by the operator during a 5 second loss
power.

SAME AS ORIGIN
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21. Guidance And MANUFACTURER'’S Declaration Electromagnetic IMMUNITY For ME
EQUIPMENT And ME SYSTEMS That Are Not LIFE-SUPPORTING

Table 4 - Guidance And MANUFACTURER’S Declaration Electromagnetic IMMUNITY For ME
EQUIPMENT And ME SYSTEMS That Are Not LIFE-SUPPORTING

Guidance and manufacturer’s declaration - electromagnetic immunity
Immunity Test EN/IEC 60601 Compliance Electromagnetic Environment -
test level level Guidance

Portable and mobile communications
equipment should be separated from the
insuflattor by no less
than the distances calculated/listed below:
D=(3.5/VI)(Sqrt P)
D=(3.5/El)(Sqrt P)

Conducted RF 3 Vims 80 to 800 MHz

EN/IEC 61000-4-6 150 kHz to 80 MHz (3)vrms) D=(7/EI)(Sqrt P)
800 MHz to 2.5 GHz
Where P is the max power in watts and D is
the recommended separation distance in

meters.
Radiated RF 3Vim IV Field strengths from fixed transmitters, as
EN/IEC 61000-4-3 ~ 80 MHzt02.5 GHz (3)VIm) determined by an electromagnetic site

survey, should be less than the compliance
levels (VI and El).

Interference may occur in the vicinity of
equipment containing a transmitter..

22. Recommended Separation Distances Between Portable And Mobile RF Communications Equipment
And The insufflators EQUIPMENT and SYSTEMS That Are Not LIFE-SUPPORTING
trar.arr.aBrwNef. ‘- .~ o-si
Table 6 - Recommended Separation Distances Between Portable And Mobile RF Communications
Equipment And insufflators EQUIPMENT and SYSTEMS That Are Not LIFE-SUPPORTING

Max Output Separation (m) Separation (m) Separation (m)
Power (Watts) 150kHz to 80MHz 80 to 800MHz 800MHz to 2.5GHz

D=(3.5/VI)(Sqrt P) D=(3.5/El)(Sqrt P) D=(7/El)(Sqrt P)

0,01 0,1166 - 0,2333

01 0,3689 0,3689 0,7378

1 1,1666 1,1666 2,3333

10 3,6893 3,6893 7,3786

100 11,6666 11,6666 23,333

SAME AS ORIG
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Guarantee card

Note of sale
Product category_
Manufacturer
Stamp
Serial number /article_ of the seller
Date of sale

Selling organization__ _______________________
The product has been checked, is has no damages.

Guarantee period is 1 year.

On guarantee matters please refer to:

The exclusive representative in the Russian Federation ,Doctor Kim“ Limited liability
company (000 ,Doctor Kim®), 197082, city of Saint Petersburg, ul. Turistskaya

(Turistskaya street), house 28, building 1, apartment 390, phone: 8-812-309-42-62

ATTENTION! Please follow that the guarantee card is filled-in correctly. The serial
number of the product /the article must accurately correspond with the number in the
card. All columns of the card must be filled in.

In case of inaccurate of incomplete filling-in card the guarantee for the product is
considered to be nby ~3d void.

The guarantee of the manufacturer is provided in correspondence with the civil code of
the Russian Federation on a common basis.

On the product marks of mechanical or thermal influence must not be present, as well
as marks of exposure of different chemical agents. The operation of the product is

allowed only in accordance with the operation manual for*™J/~tidduct.

Note of the guarantee center

Date Description Guarantee center

SAME AS ORIGINALAM
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(il") 02-771-4715-6

02-3775-3962

Registered No. 2017-11530

NOTARIAL CERTIFICATE

As a result of checking at my office, |
have found that the attached

INSTRUCTION FOR USERS------------

FOR THE MEDICAL PRODUCT -  copy
exactly corresponds with the original

This is hereby attested on this
30th day of May 2017 at this office.

WOOIN LAW & NOTARY OFFICE INC.

Belong to - Seoul Central

District Prosecutor's Office
199-63, Euljijp 2-ga, “pg-gu,
Seoul, Korea.

J .
fC/r

Signature of the Notary Public

JONG HYUN KIM
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
17, Oct. 2003 Under Law No.96.

210mm X 297mm
70g/m*

L



SuKk

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



02-771-4715-6
02-3775-3962

PernctpaunoHHblii Homep 2017- 11530

HOTAPNANBbHOE CBUWAETENBLCTBO

BOOUMH NO 2HA HOTAPU ODPUNC nHK.

Mpokypatypa LleHTpansHoro okpyra Ceyna

Kopes, Ceyn

FOHr-ry, Eynoupo 2-ra 199-63

TucHeHasa neyatb: BOOWH /1O 3H4 HOTAPW O®UNC NHK.
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OcBeTUTENb MeANUUHCKNI OT-KT
VIHCTpYKUMS MO NPUMEHEHUIO

Koa no obuiepoccuiickoi
Knaccugumkayumum npoaykumnm
OKIM 94 4240

«YTBEepxaaw»

Mognuck/MNevaTtb
npesngeHT MvmuyyH Knm
(01lcHun K17)

11.04.2017

VHCTPYKUAA no NMPUMEHEHKO
Ha MEQMLINHCKOE U3aENne
«OcBeTuUTENb MEAUUUHCKUA HanoOHbIN B pas3/iMyHbiX BapmaHTax

ncnonHeHua», npoumssoacrtea Or-K1t (4p-Kum), Kopes
CooTBeTCTBYeT TpPebGOBaHUAM MeXAYHapOLHbIX U

poccuincknx ctaHgapToB
FOCT P 50444-92
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OcBeTUTENb MEANLMHCKNI Br-KT
VIHCTpyKUMS MO NPpUMEHEHNIO

CopgepxaHue

1. Ha3HauyeHune nsgenuns

2. KomnnekT nocTaBKu

3. 06wue ceefleHsa N0 NPUMEHEHWUID W aKcnayaTayuu
4. TloKka3zaHnsa K MPUMEHEHUID

5. MpotneBonokasaHus

6. OnucaHue nsgenuns

7. Ycnosua v npasuna akcnayartauuu m3fenns

8. Matepuanbl nsgenuns

9. TeXxHNYeCcKne XxapakKTepucTuku n3genmns

10. MapkupoBka

11. YnakoBKa

12. TpaHcnopTupoBka

13. XpaHeHue

14, TexHuuyeckoe o06CnyXunBaHue

15. TeKywWwwuit peMOHT U rapaHTUitHble 0643aTeNbCTBA
16. CBefeHus 06 yTuam3aunm n yHNUTOXKEHNK

17. MNMepeyeHb HaUMOHANbHbBIX U MEXAYHAPOAHbIX CTAHAAPTOB

18. MepeyeHb flaHHbIX O MEXAYHAPOAHbLIX CEPTU(MKATAX M AeKnapaLui
COOTBETCTBUA
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OcBeTUTENb MEAUUUHCKIMIA Dr-Kim
VHCTpyKUMS N0 NpUMEHEHNIO

1. HA3HAYEHWVE WN3OAEINA
waTw 'bKekr.-"

OcBeTuUTe/ib MeAWLUWHCKUA Hano6GHbIW nNpeaHa3HauveH ANs co3fgaHus Heo6X04MMOTO

CBETOBOrIO NOTOKa " MaCLLITa6I/IpOBaHI/Iﬂ I/I306pa)KeHI/IF|

2. KOMIMNEKT NOCTABKU

WO TWTWT T XX b N bly /A N E AT . e amT

OcBeTtutens ME,EI,VILI,VIHCKI/IVI HanoOHbIN B pa3nnyHbIX BapmnaHTax NCNONHEHNA:

I0cBeTUTENb MEANLUNHCKUIA HanobHbI DKH-30/1 B cocTaBe:

1. Ocsetutenb ¢ LED wnctouHnkom B coctaBe (Ocsetutenb ¢ LED uctoyHukom - 1
WT, akKymynsatopHaa 6atapes - 2 wWT, 3apsiAHOe YyCTPOACTBO - 1 WT, 3alWUTHbIE
Konnayku - 2 WT, CBETOPUAbLTPLI - 4 WT, aganTtep ceTeBoi - 1 WT, nanbyeBOW
gepxatenb- 1 wr) - 1 wr.

2. CTeKkno noBbIWEHHOA geTanu3auum - 1wt

3. BuHoKynApHble nynbl - 1 Wt

lOcBeTuTENb MEAULMHCKUIA Hano6HbIW DKH-30/2 B cocTaBe:

1. Ocsetutenb ¢ LED nctoyHukom B coctaBe (Ocsetutenb ¢ LED nctoynukom - 1
WT, akKymynstopHaa 6atapes - 2 wWT, 3apAgHoe yCTPOMACTBO - 1 WT, 3alWUTHbIE
KONMmaykyn - 2 WT, CBETOMMALTPbLI - 4 WT, aganTtep CeTeBOi - 1 wT, nanbLeBO
gepxatenb- 1 wt) - 1 wr.

2. CTekno noBbIWEHHON geTann3auum - 1wt

Il OcBeTnTenb MeANLUNHCKNIA HanobHbIn DKH-30/D B cocTaBe:

1. Ocsetutenb ¢ LED wnctouHukom B coctaBe (Ocsetutenb ¢ LED uctoynukom - 1
WT, akKymynatopHaa 6atapes - 2 wWTt, 3apAjgHoe yCTPONCTBO - 1 WT, 3alUTHbIE
Konnaykyn - 2 WT, CBETOPUALTPLI - 4 WT, afganTtep ceTeBoi - 1 WT, nanbyeBo
aepxartenb- 1 wTt) - 1 wr.

2. CTekno noBblIWEHHOW geTanusaymm - 1 wr

IVOcBetntenb MEAULMUHCKUIA HanobHblih DKH-40/1 B cocTaBe:

1. Ocsetutenb ¢ LED wnctoyHukom B coctaBe (OcBetutenb ¢ LED ucTtoyHukom - 1
WT, akKymynsatopHaa 6atapes - 2 wWTt, 3apsAgHoe yCTPOMNCTBO - 1 WT, 3alWiUTHbIe
Konnaykyn - 2 WT, CBETOPUALTPHLI - 4 WT, agantep CeTeBOi - 1 WT, nanblyeBoil
gepxatenb- 1 wt) - 1 wr.

2. CTeKkNno NoBbIWEHHOA aeTanu3auum - 1wt

3. buHokynapHble nynel - 1 wr

V OcBeTnuTenb MeAULMHCKUIA HanobHbli DKH-40/2 B cocTaBe:

1. Ocsetutenb ¢ LED nctoynukom B coctaBe (OcBeTutens ¢ LED MCTOYHUKOM - 1
WT, akKymynstopHaa 6atapes - 2 wT, 3apsAfHOe YCTPOACTBO - 1 WT, 3alWUTHbIE
Konnaykn - 2 WT, CBETOPUAbLTPHLI - 4 WT, afjanTtep CeTeBoi - 1 WT, nanbleBoOil
pepxatenb- 1 wr) - 1 wr.

2. CTekno nOBbIWEHHON aeTanu3aumm - 1 wr

VI OcBetutenb MeAWLUHCKNA Hano6bHblit DKH-40/D B cocTaBe:
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OcBeTUTENb MEAULUHCKINIA Dr-Kim
VHCTpyKUUA No NpYMEHEHNI0

OcBetntenb ¢ LED MCTOYHMKOM, CTEK/NI0O MNOBbIWEHHON AeTann3aluumnm, GUHOKYNApHas
nyna, Kamepa Bu3yanusupylouwas - NpUMEHATCA B Cpeje OKpyXatlleih nayneHTa.
KacaHue nayueHTa u N06bIX YyacTeil 0OCBETUTENS MELULMHCKOTO Hano6HOro, KOTOPbIW

HaX0ANTCA B COCTOSSHUN TEXHUYECKOTO 06CNYXMNUBAHUSA - CTPOTO 3anpelieHo.

4 TIOKA3AHVA K MPUMEHEHNIO

OcBeTMTeNb MEAMLUWHCKWIA NpefHa3HayeH ANS co3jaHUMs HEOGXOAMMOro CBETOBOTO
notoka UM  MmacwTtabupoBaHus  u3o6paxeHus B Npolecce  BbIMONHEHUS

OVWATrHOCTUYECKUX N ONEPaTUBHbLIX BMELW aTENbCTB.

5 NMPOTUBOIMNOKA3AHUA

|_|pOTI/IBOI'IOKa3aHI/IFI KUCNONb30BaHNIO OCBETUTENA CONMPAXEHBLI C NPOTUBONOKAa3aHNAMMN
nauneHta KNPUMEHEHNID OCBETUTE/TbHBbIX I/I3,CI,€)'IVII7I.

He ncnonb3yete 0CBeTUTENb MEAULWUHCKWUIA ANa OCBeleHns o6nacTu rnas.

6. ONMMNCAHNE N3OENNA

S . 0 | , I m L - o
OcBeTUTeNb MEANLWNHCKNIA HanobHbIN:

1. OcBeTntenb ¢ LED nctouyHmnkom

PucyHok 1

OcseTntenb ¢ LED MCTOYHMKOM ABNSETCA HEOTbEMIEMOW YacTblo Habopa NOCTaBKWU:
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OcseTUTENb MEAMUUHCKNIA Dr-Kim

VIHCTPYKUUA MO NPUMEHEHNIO

Kamepa Bu3syanusnpyrowas ABAd0TCA HeOTbeMNeEMOR YyacTbio Habopa NOCTABKU:
DKH-50/4, DKH-60/4

Kamepa Busyanusupyuas Kpenutca Ha CTepXeHb ocBetTutend ¢ LED MCTOYHUKOM.
Kamepa Bu3yanusupytwas obecneynBaetT BOIMOXHOCTb MPOTOKONUpPOBaHUsA paboThl B
npouecce  [MArHOCTUYECKWX M  ONepaTtuBHbIX BMeWaTenbCTB MEANLNHCKNM
nepcoHasnom. Kamepa Busyanusupywuwas TnNpPUMEHAITCA TONbKO COBMECTHO C

ocBeTuTenem ¢ LED MCTOYHMKOM.

7. YCNoBunA N NPABUA SKCTIUJTYATAUNN N3OENVA

7.1 NoproToBKa n3genua Kpaborte

N3BneknTe u3genne W3 WHAMBUAYANbHON YyNaKoBKW, NPOBepbTe cOCTaB W3Aenns B
COOTBETCTBUM C apPTUKYNbHbIM HOMepoM. [lpoBepbTe W3AeNMe Ha Hannuue
MEXAHUYECKNX MOBPEXAEHUNA, npu O06HApPYXEHUM MexXaHU4YeCKWX MNOBPeXAeHUN, He
uecnonb3yite  usgenune u obpartutecb K OoPuUMANbHOMY  NpeAcTaBUTENIO
npoussogutens. [locne nNpPOBEPKM Ha MeXaHUYeCcKMe MNOBPEXAEHUS, OTKpOWTe
baTapeiHblii 0TCeK Ha 3afjHei 4yacTu AYyrn OCBETUTENS MeAULMHCKOro, U M3BJEKUTe
akKymynatop. Ypanute nneHKy ¢ akkymynatopa. JocTaHbTe CeTeBOW ajantep U
3apagHoe ycTpoictBo. CoefuHUTe ceTeBOW ajantep W 3apsafjHoe YCTPOMCTBO.
MoaknwUYNTe CeTeBON afgantep K 31eKTpUUYecKoW po3eTke. BcraBbTe 6GaTapet B
3apAfjHoe ycTpoiicTBo. MonHasa 3apajka 3aHWUMaeT OKO/0 ABYX 4acoB.

BcTaBbTe 3apsXeHHbli akKymynatop B 6aTtapeilHblii 0TCeK W 3aKpoiTe KPbIWKY

batapeiiHOro otceka.

7.2 dkcnnyartauma msgenuns

HapfeHbTe ocCBeTUTeNb MEAULMHCKWIA, nepeBeAnTe CBETOAWOAHbLIA 6N10K BHU3 (C
yAepXaHWeMm 3a NanbleBOW fJepxaTenb), TEM CaMblM O0CBeTUTeNb OyfeT nepeBefeH B
aKTUBHOE COCTOfAHUE.

Mocne 3TOro JocCTaHbTe CTEKA0 MNOBbIWEHHOW AeTann3auwu. BbicTynawwas 4vacTb
CTeKna MOBbIWEHHOW AeTanm3aynu AoNXHa 6biTb BCTaB/fieHAa B BepxHee OTBepCTUe B
onope (0T 3afiHE CTEHKW K nepedHei) OCBETUTENA MeAULMNHCKOTO.

N3genve rotoBo K Mcnonb3oBaHuiwo. Cneumanuct MOXET UCNONb30BaTb W3fenune AN

co3faHua Heo6X04LMMOT0 CBETOBOIO NOTOKa B 06/1aCTN NHTepeca.
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OcBeTUTENb MEAULUHCKINIA Dr-Kim
VIHCT pyKUMS Mo NpYMEeHEHUIO

Ugm ON Light OFF

PucyHok 5.

Mpu HanW4yunW B KOMNAEKTE NOCTaBKN OUHOKYNAPHbIX nyn (Tonbko gna mogenen: DKH-
30/1, DKH-40/1, DKH-40/D, DKH-50/1, DKH-60/1), 6MHOKYNnsAipHble Nynbl MOTYT 6bITh
yCTaHOB/IEHbl BMECTO CTeK/ia NOBbIWEeHHON feTann3auun. Heo6Xo04NMO YCTAHOBUTH
BbICTynaw Wyt YyacTb GUHOKYNAPHBIX NyN B BEpXHee oTBepcTue B onope (0T 3ajHeln
CTEHKW K nepejHeil) ocBeTUTeNA MeAULUHCKOro. Mpu 3TOM Npu NOMOLW M TONOBKU ANS
HacCTPOKK paboyeil guctaHuMm (HAXOAMTCS HaA KOPNyce OMHOKYNAPHOW Nynbl)
Heo6X04MMO YyCTAHOBUTL HeobOX0ANMOe POKYCHOE pacCcTofaHWe, NyTeM BpaleHuns
roI0BKMU.

Kaxpoe feneHune Ha wkane- 1 mm.

CaBuras Ha O4HY WKaNy Kaxjon u3 o6emx CTOpPOH, MeX3paykoBoe paccTofaHue
MEeHfAeTCA Ha 2 MM. HeoOX0AMMO NONYYUTbL ACHOE, KPYroBoe, 6UHOKYNApHOE
n3obpaxeHune (PucyHok 6) npu BolGpaHHOM YpOBHEe YBenn4YeHus un pabouem

PacCTOSHMUMN, 6€3 TEHN WU CABOEHHOTO M306PaXEHUS.

PuUcyHOK 6.
YT06bl LOOMTLCA HAUNYUIWMX XapaKTEPUCTUK Nyn, UX Heo6XOAUMO NPaBUbHO

BbIPOBHATL MO FTOPU3OHTaNM N BEPTUKANWN BAONb BalWUX 3PUTENbHBIX oceit

10
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OcBeTUTE/b MEANUMHCKNIA OT-KT
VIHCT pYKUMS MO NPUMEHEHNIO

9. TEXHUYECKUE XAPAKTEPUCTUKWN U3OENNA

9.1 TabapuTHble pa3mepbl ocBeTuTenda ¢ LED MCTOUYHUKOM:

Onnua - 310 £30 MM

WwnpuHa - 110 £ 10 mm

BbicoTa - 150 = 15 mMm

9.2 TabapnTHble pa3mepbl CTEKON MOBbIWEHHOW feTanusaynu:

Onnua - 110 £ 10 MM

Wupuua - 30 £5 MM

BbicoTa - 45 £5 MM

9.3 TabapuTHble pa3mepbl GUHOKYASAPHbIX NyN:

OnvHa - 85 £5 MM

WupuHa - 50 £5 mm

BbicoTta - 25 £5 MM

9.4 F'abapuTHble pasmepbl KamMepbl BU3yann3upytoLwen:

OnuHa - 170 = 10 MM

WwupuHa - 25 £5 mm

BbicoTta - 40 £5 MM

9.5 Macca n3gennit CocTaBnseT:

-OcseTtutens ¢ LED ucrouHnkom - He 6onee 105 r

- CTeKNno noBblWeHHOW feTanusauun - He 6onee 15 r

- BnHoKynapHble nynbl - He 6onee 55 r1

- Kamepa Busyanusupywouwasa - He 6onee 15

9.6 OcBeTutenb ¢ LED MCTOYHMKOM LO/XKEH obecneymBaTb OCBELW EHHOCTb Ha paboyeit
agncrtaHuum 250 mm He meHee, JIK:

- DKH-30/1, DKH-30/2, DKH-30/D - He meHee 30 000 /i

- DKH-40/1, DKH-40/2, DKH-40/D - He meHee 50 000 /i

- DKH-50/1, DKH-50/2, DKH-50/3, DKH-50/4, DKH-50/D - He meHee 100 000 /i
- DKH-60/1, DKH-60/2, DKH-60/3, DKH-60/4, DKH-60/D - He meHee 120 000 Nk
9.7 XapaKTepuUCTUKN aKKyMynAaTOpHOW 6aTtapen ocBeTutens ¢ LED MCTOYHMKOM:
- KonnyectBo NUTNIA-NOHHbIA aKKYMYNATOPOB - 2 WTYKK

- HanpsxeHne NUTUN-UOHHBLIA akKymynsaTtopos - 3,7 B

- EMKOCTb NUTUA-NOHHBIA akKKymynatopos - 1150 mA/y

- Bpems HenpepbiBHOW paboThl U3LeNnNsa ¢ ABYMSA akKKymynatopamu - He meHee 12y

13
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OcseTuTENb MEAMUMNHCKMI Dr-Kim

VIHCTpPYKUUA MO NPUMEHEHNIO

9.8 XapaKTepuUCcTMKN 3apAfHOro yctpoicTtea ocBetntensd ¢ LED MCTOYHUKOM:

- Hanps>eHue Ha Bxofe 3apafgHoro ycrpoicrea - 100- 240 B

- Hanps>eHue Ha BbIXx04e 3apsAgHoOro ycrponcrea - 8,4 B

-YacTtoTa 3apagHoro yctpounctea - 50/60 'y

9.9 XapaKTepuCTMKN OGUHOKYNSAPHbIX Nyn;

- WupuHa pabouero nonga Ha paccroaHum 500 mm - 130 - 300 Mmm

- Pasmep pabouyero nons 3peHns He 6onee 150 mMm

- Pa6boyas guctanuua (rnyéuHa nond) - 200 - 1000 mm

-Tny6uHa peskoctu - 200 - 750 mm

- YBeNnn4yeHne onTn4eckoi cmctemsbl Ao 5,5 pas

9.10 XapaKTepuUCTUKKN CTEKO/N MOBbIWEHHOW AeTann3aLunmu:

- Pasmep paboyero nons 3peHus He 6onee 450 mMm

- Pabouyas guctaHuua (rnyéuHa nond) - 50 - 1000 mm

9.11 XapaKTepuUCTUKN Kamepbl BU3yannsnpyrwuen;

-dopmar n3obpaxeHns - UBeTHble n3obpaxeHna JPEG, uBeTtHoe Buageo MPEG

- PaspeweHune nukceneir - 1280x720 n 1920x1080 nukcenen

- WHTepelic cuntbiBaHus - USB 2.0

9.12 TpeuwwHbl, pPakKOBWHbI, 3a00WHbI, LapanuHbl, BbIKPOWEHHbIE MecCTa, 3ayCeHLbl,
NPMXKOrK, OKanuHa, 4acTulbl MaTepunanos WANGOBKM W NONUPOBKN HE JONyCKAKTCA.
9.13 OcBeTUTENb MEAULWHCKUA [JONXEH BblAepXUBaTb BO3AeACTBUE TemMnepaTtypbl K
BNaXHOCTM BO3JyXa B Npouecce TPaHCNOPTUPOBaHWUA W XPaHeHUA ANA YCAOBUA Mo
rpynne 5 (0X4) no FTOCT 15150.

9.14 OcBeTMTEeNb MEAULUMHCKUIA NpW aKcnayatauyun fo/KeH ob6bnagaTb YCTOWUYUBOCTBIO
K BO3JeiCTBUIO KAWMaTUYeCKUX (akKTopoB BHEWHER cpefjbl B COOTBETCTBUWU C
TpeboBaHMAMMK ANA m3genunii ucnonHeHna ¥YXa1 4.2 no FOCT 15150.

9.15 OcBeTuTeNb MEAWLUWHCKWIA B TPaHCNOPTHOW ynakoBKe [O/KHbI o06napgatb
YCTONYMBOCTbIO K  MexXxaHW4yecKum BO3A4EiCTBUAM npu  TpaHCNOPTUPOBAHUM

cooTtBeTcTBytowmum FOCT P 50444.

10. MAPKVMPOBKA

10.1. MapkupoBKka u3fenna [O/KHA COOTBETCTBOBATbL YKas3aHWAM B WHCTPYKUUK

nonb3opatens, tpe6osaHnam FTOCT P 50444-92.
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OcBeTUTENb MEAULMHCKNA Br-KT
VIHCTPpYKLMA MO NPUMEHEHMIO

10.2. OcHOBHaf MH(pOpPMaLWUA Ha ynakoBKe AO/KHa 6bITb CNeAylo LW en
- HaMMeHOoBaHWe 1 (UAn) ToBapHbIW 3HAK NPEeLNPUATUA-N3TOTOBUTENS,
-ajpec ntene@oH N3rotToBuUTENA,

-0nucaHme CoOAepXMMOro ynakosku,

- HOMep naptuu (cepun).

LlonycTuMO HaHeceHMe AONONHUTENbHOW MH(p OPMaLUKM 06 N3aeNunn:

BEP

CnpaBOYHbIN HOMEP

FOT

Homep naptuu

MpepoctepexeHune

MpoussoguTenb

3hl

CepuiHbIn HOMED

11. YNAKOBKA

WHpuBuAyanbHas ynakoBKa COCTOWT U3: KapTOHHOW KOPOGKM, C BAOXKEHHBIMU
KapTOHHbIMY NeperopofkamMu M NeHONNacTOBbIMIW HAMONHUTENAMU.

12. TPAHCIMOPTUPOBKA

N3penne yknajbiBaeTcsd B COOTBETCTBYHLUYI YyNakoBKY BMeCTe C 3KCN/yaTalUOHHON
AOKYMeHTalue. YcCnoBua TpaHCNOPTMPOBAHUA W3L4eNNs LO/MKHbI COOTBETCTBOBATb
ycnosnam xpaHenusa 5 no FOCT 15150 (npu TemnepaTtype OKpyXallero so3gyxa oT
MuHyc 50 go nntoc 50°C M oTHOCUTENbHOW BRaxHocTn 4o 100%).

13. XPAHEHWVE

YcnoBus XpaHeHWs W3fenns B TPAHCMOPTHON ynakoBKe Ha CKnajax M3roToBUTENsd

(noTpebutensd) AO/KHbBI COOTBETCTBOBATb YCNoBUAM XxpaHeHus 2 no FOCT 15150
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OcBeTUTENb MEANUMHCKNIA Br-KT
VIHCT pyKUMSA NO NPUMEHEHNUIO

(npu TemnepaType oOKpyxakwuero Bo3gyxa oT MuHyc 40 po nnwc 50 °C w
OTHOCUTENbHOW BNaXHoOCTN A0 98%).

14. TEXHNWYECKOE OBCNY>XXNBAHUE

Ouucrka:
e Mepepd O4YNCTKON y6eANTECH, YTO YCTPOWCTBO BbIK/THOYEHO.
e HapyXHYH MNOBEPXHOCTb M3AENUSA MOXHO YMCTUTb C MOMOL b BAAXHON TKaHu, 3%

pacTtBop nepekucun Bogopopa ¢ gobasneHunem 0,5% pacTBopa MOKLWEro cCpeacTtea
Tuna «Jlotoc» unu 1% pacrtsopa xJsiopaMuHa.

e lna  Ae3uH(ULUpOBAHNSA HapyXHOW  MNOBEPXHOCTH ncnonb3yiite  MArkoe
Le3MH(pULNpYyloLee CPEACTBO B COOTBETCTBUN C WHCTPYKLUAMMU U3TOTOBUTENS.

e 3anpewaetcs WCNoNb30BaTb abpasuMBHbIe MaTepuanbl U HKECTKME MoOtoWue
cpeacTBa.

e l36eraiiTe nonagaHns X MAKOCT BHYTPb OCBETUTENS MEAMULUHCKOTO.
e 3anpeuwaetcs cTepunn3oBatb 610K KAKUMU-TNOO UHBIMU CPpeACTBAMMN.

e OYMCTKY CTEKON MNOBbIWEHHOW pAeTanm3aynm u OGWHOKYNAPHbIX Nyn Heo6X0AMMO
MPOBOANTb MSATKOW TKaHb CMOYEHHOW CNMPTOM uNKM BOAOKW. He wncnonb3yinte
pacTBOPMTENIN M MOKOLWMNE CPeaCTBa.

15. TEKYLWMIN PEMOHT n TAPAHTUNHBIE OBA3ATE/IbCTBA

v
TeKywWw it peMOHT He OCYL eCTBAAETCA NONb30BATENEM.
FapaHTMa Ha MaTepuanbl M Ka4ecTBO OCBETUTENA MEAULUHCKOTO MpeAocTaBnfeTcs Ha
Cpok oaumH (1) rof c MCXOAHOW AaTel npojaxu. Ecnu gaHHOe M3fenue BbIXOAUT U3
CTpos M3-3a fJedekTa MaTepuanoB WAM HeHajNexalero KayectBa B TeyeHue
rapaHTuiiHoro nepuoga cpokom oauH (1) rod, W3AENUe pPEMOHTUPYeTCcHs MAn

3aMeHAeTCA.

Mpu BO3HWKHOBEHWW TrapaHTWAHOTO cnyvyas cnepyer ob6pawartbcsd K NpejcTaBUTeN|o
NponN3BOAUTENSA:

000 «[Joktop Kum», 197082, r.CaHkT-MeTepbypr, yn. Typucrtckaa, gom 28, kopn.l, Ks.
390, TeneoH: 8-812-309-42-62
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OcBeTuTENb MeguLUHCKKNI Dr-Kim
MHCT pYyKLUA NO MPUMEHEHWNIO

16. CBEAEHNA OB YTUWIN3AUWN N YHNHTOXEHNN

MeaWLUMHCKNE yCTpoOWCTBA, YNaKOBOYHbIA MaTepuan W NPpUCNocob6AeHUs [JONKHDbI
YyTUNN3NpoBaTbCca B COOTBETCTBUMU c LeiCTBYHO W UM HaLWOHaNbHbIM
3aKoHofLaTtenbcTtsoM M Hopmamu. CornacHo CaHlMuH 2.1.7.2790 Tenexka OTHOCUTCH K

Knaccy A - anuaemMnonornyeckne 6e3onacHble OTXOAbI.

17. MEPEYEHb HALMOHA/NBbHbIX M POCCUNCKWNX CTAHOAPTOB

MepeyeHb NPUMEHAEMbIX HALNOHANbHBIX CTAHAAPTOB P® 1 MeX[OYHAapPOAHbIX
CTaHAApPTOB C Lenbl obecneyeHnsa 6e3onacHocTu, s PEeKTUBHOCTM W Ka4yecTBa, a
TakXe ctaHgapTel ¢ metofamu kKoHTtponda: TOCT P 50444-92, EN 1SO 13485:2012, FDA

cepTuukart o perncrpauny v nepeyHto ycrpoicte No 3007842665

N3rotoBneHue npofyKTa OCYLW eCcTBNAETCA B COOTBETCTBUM ¢ FDA cepTugukatr o

perucTpayun n nepeyHto yctpoincts Ne 3007842665 gna msgenuin knacca 1

18. MEPEYEHb JAHHBIX O MEXAYHAPOAHbLIX CEPTU®PUNKATAX

Ceptudpukar EN 1SO 13485:2012 ot 25.11.2015r.
FDA ceptudmukar o peructpaunu n nepeyvHto ycrponcts No 3007842665

CepTuunkar perucTpayum KoMnaHum
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OcBeTUTENb MeAUUMHCKMIA Dr-Kim
VIHCTpYKUMS NO NPUMEHEHUIO

19. Tabnuua 3neKTpoOMarHUTHOW COBMECTUMOCTH

Ta6I'II/ILI,bI 3ﬂeKTp0MaFHI/ITHOI7I COBMECTUMOCTHU

Tabnuua | - PykosoacTeo u [eknapauns N3ArOTOBUTENA no SIEKTPOMATIHUTHBLIM N3NTYYEHIM
ana scero MEANUMHCKOIO OBOPYJOBAHUA n MENUVMHCKMX CUCTEM

PyKOBO,qCTBO n Ll,eKnapau,vm M3roToBuTesnd - 3}'IeKTp0MaFHI/ITHbIe n3ny4vyeHus

MpoBepKa BeIMYMHBI

M3nyueHms CooTBeTCTBME AnekTpomarHuTHas cpefa - PykoBogcTBo
PagnouactoTHas 3Heprua WCMofb3yeTcs TOMbKO 41
PagunounsnyyeHne r 1 BHYTPEHHel (yHKUMK. MoaToMy pasuonsnyyeHne O4eHb
C1SPR11 pynna He3sHaunTe/lbHO W BEPOATHO He CcO034acT MNoMex And
HaxXOoAALLErocs PAgoM 3/1eKTPOHHOro 060pyA0BaHMS.
PagvounsnyyeHve MogxoAnT AnA MCMNONL30BaHWA BO BCEX YUpeXAeHusX,

CISPR11 Knace A OT/IMYHBLIX OT ObITOBbIX YUYPEXAEHWN, TakuM 06pasom,

MapmMoHMKa Knace A [AHHOE YCTPOWCTBO MOAK/OYAETC HEMOCPEACTBEHHO K

1EC 61000-3-2 HM3KOBO/IbTHON CETM MNUTaHWS OOLLEero Mo/b30BaHus,

®nvkep ob6ecneymBatoLLeli 3/1eKTPOCHAbXeHe CTPOEHWIA,
CootseTcTBYET

1EC 61000-3-3 MCNoMb3yeMblX B ObITOBBLIX LieNsiX.
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OcBeTUTENb MeAMUMHCKMIA Dr-Kim
VIHCTpYKUUS NO NpUMEHEHUIO

20. PyKOBOACTBO U AeKnapauus M3roToBUTeNs MO 3/1eKTPOMarHUTHOW yCTONYUBOCTH AN
BCEr0 MeMLUHCKOro 060py0BaHUS U MEAULMHCKUX CUCTEM

Tabnuua 2 - PykosoacTso 1 deknapauus M3ArOTOBUTEJIA no 3NIEKTPOMATHUATHOWM YCTOWYMBOCTU
ans scero MEAVLMHCKOIO OBOPYJOBAHUNA n MEANUVMHCKNX CUCTEM

PyKOBO,ﬂ,CTBO n ﬂ,eKnapau,vm n3roTosnTend - aﬂeKTpOMaFHI/ITHaFI yCTOVI'—II/IBOCTb

[MpoBepka Ha
MOMEX0yCTONYMBOCTb

CraTunyeckoe
3/1EKTPUYECTBO
EN/I EC 61000-4-2

MWKpOCEKYH/HbIE
UMY bCHbIE MOMEXM
EN/IEC 61000-4-4

MepeHanpsXKeHNe/CBEPXTOK
EN 1EC 61000-4-5

KpaTkoBpemeHHble
nocafKu HanpsixeHus /
BblinafeHve HanpsixeHus
EN/1EC 61000-4-11

IMpoMmblILLIeHHasA YacToTa
50/60ry,

MarHuTHOe nosne
EN/1EC 61000-4-8

YpoBeHb
TECTMPOBaHNA
EN/IEC 60601

+6 KB KOHTaKT
+8 kB B03ayx

+2kB ceTb
+1 KB BX0fbl/BbIX04bl

+1kB
AnddepeHumansHoe
+2 KB 006LLee

KpaTtkoBpemMeHHas
nocagka >95% panq
0,5 yukna

KpaTkoBpemeHHas
nocagka 60% ans 5
LIMK/I0B

KpaTkoBpemeHHas
nocagka 30% ons 25
LIMKNOB

KpaTkoBpemeHHas

nocagka >95% gna 5
CeKyH[,

3 Alm

YpoBeHb
COOTBETCTBUA
TpeboBaHMAM
MOMEX0YCTONYMBOCTM

+6 KB KOHTaKT
+8 KB BO3ayx

+2kB cetb
+ 1 kB BX0Abl/BbIX0/b!

+1 kB
AunddepeHumansHoe
+2 kB o6Lee

KpaTkoBpemeHHas
nocagka >100% an4 0,5
umkna

KpaTkoBpemeHHas
nocagka 60% anda 5
LIMK/0B
KpaTkoBpemeHHas
nocagka 30% anda 25
LIMK/0B

Mpumevaruve 1

3 A/m

AneKTpoMarHuTHas
PykoBoacTso

cpega -

Mon pomKeH BbITb AepPEBAHHBIM,
GETOHHBIM WM BbITOXEH
KepaMn4ecKol NANTKOR. Ecim
MO CUHTETUYECKNIA,
OTHOCMTE/IbHAsA BNAXXHOCTb
[lo/1KHa 6bITb He MeHee 30%.
KauecTBO 3neKTponmTaHns ot
CETU AO/MKHO COOTBETCTBOBAThb
KayecTBY 3/1eKTPONMTaHMSA OT
CETU B MPOMbILLIEHHO-
XO03SIACTBEHHBIX /N
60/TbHNYHBIX YCOBHSIX.
KauecTBO aneKTponmTaHns ot
CeTU JO/MKHO COOTBETCTBOBATb
KauyecTBY 3M1EKTPONUTaHUS OT
CETU B NPOMBILL/IEHHO-
XO03ANCTBEHHbIX WK
60/TbHUYHBIX YCOBUSX.

KauecTBO anekTponuTaHus ot
CETW JO/MKHO COOTBETCTBOBATb
KauecTBY 3/IEKTPONUTaHUS OT
CETW B NPOMbILLNEHHO-
XO03AACTBEHHBIX UK
60MbHUYHBIX YCNoBUSAX. Ecnn
nonb30BaTenNto Tpebyetcs
HenpepbIBHAs 3KCnyaTaums npu
nepe6oe aneKTponuTaHus,
peKoMeHyeTcs NoAKMYaTh K
NCTOYHMKY 6ecnepe6oitHoro
MUTaHMS UK aKKYMYNSTOPHO
batapee.

MarHuTHble nons
I'IpOMbILIJJ'IQHHOVI 4acToThbl
[OO/DKHbI COOTBETCTBOBATb
CTaHA4apPTHbIM MarHUTHbLIM
nonam I'IpOMbILIJ]'IeHHOI7I 4acTOTbl
B MPOMbLULLEHHO-
XO039MCTBEHHBIX UK
60/1bHUYHBIX yCcnosusax.

MpumedaHre 1 McnbiTbiBaeMOe 060pyA0BaHUE OTK/OYAETCS, 1 OMEpaTop LO/MKEH Nepe3anycTUTh ero BPYYHYHO B
TeueHue 5 cekyHf nocne nepe6os CETEBOTO MUTaHWS Nep. TOKa.
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OcBeTUTENb MEANUMHCKMIA OT-KT
VIHCTpYKUMSA No NpUMEHEHUIO

22. PeKoMeHAyeMmoe paccTosiHMe MeXAY NopTaTUBHbLIM U NepeHOCHbIM 060pyL0BaHNEM
CBA3U 1 060pYL0BAHMEM, HE ABNAKOLMMUCA 060pYAOBaHUEM MU CUCTEMONA

YKN3HeobecneyeHus
VVIIMUIMMA L LLIBNe*-P1»

Tab/mua 6 - PekomeHayemble PACCTOAHNA MeXy NOPTATMBHBIM 1 NEPEHOCHBIM 060PYAOBaHNEM CBSI3U U
OBOPYJOBAHWVEM, He ssnaowumnca OBOPY JOBAHVEM NN CUCTEMOW XXN3HEOBECIEYEHUA

Makc, MOLWHOCTb Ha  PaccTosiHue (M) PaccTtosiHue (M) PaccTtosiHue (M)
BbIxoge (BT) ot 150 KI'y, go 80 My oT 150 kI'y o 80 MI'y, oT 150 KMy, go 80 My,
O=(3,5/¥Y1)(kB.kopeHb P) B = (3,5/El)(kB.KOpeHb B = (7/E1l)(kB.KOpeHb P)
P)
0,01 0,1166 0,1166 0,2333
01 0,3689 0,3689 0,7378
1 1,1666 1.1666 2.3333
10 3.6893 3,6893 7,3786
100 11,6666 11,6666 23,333
21
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OcBeTUTENb MEANUMHCKNA OT-KT
VIHCTpYKUUSA No NpUMEHEHUIO

rapaHTUNHbLIN TAanoH

OTMETKA OI'IPOLI,A)KE
Kateropusa nsgenund
MpoussofuTenb

Wramn

CepuiHbliA HOMEpP/apTUKYN_
npogasla
Jata npogaxw__
OpraHusauna npogasel_
N3genne npoBepeHO, NOBPEXEHUA He MMeeT.
Cpok rapaHtuu - 1 roga.
Mo Bonpocam rapaHTUy obpawaTbcs:
K aKCKNW3MBHOMY npeactaBuTento Ha Tepputopunm Poccuiickoid Pepgepaunm 000
«flokTop Kum», 197082, r.CaHnkt-lMetep6ypr, yn. Typuctckasa, gom 28, kopn.l, kB. 390,
TeneoH: 8-812-309-42-62

BHUMAHWE! Cneaute 3a npaBWAbHbIM 3aN0JIHEHWEM TrapaHTUWHOIO TajoHa.
CepnitHbliA HOMep wn3genua/apTUKyn LONXKEH B TOYHOCTW COOTBETCTBOBATb HOMEpPY B
TanoHe. Bce rpagbl TanoHa AOMKHbLI 6blITh 3aN0NHEHI.

Mpu HETOYHOM MWAW HENOSIHOM 3aMONHEHWM Ta/soHa rapaHTMa Ha W3feNnue cymutaetcd
yTpaYyeHHOMW.

FapaHTUd NpPOW3BOAMTENSA OCylWwecTBndeTcs B cooTBeTcTBUM ¢ TK P® Ha obuwwux
OCHOBaHMAX.

N3penne He AOMKHO HOCUTb CNefOB MEXaHWYECKOro UM TEPMUYECKOro BO3LENCTBUIA,
a TakKXe CnefjoB BO3AEWCTBUA pas3NUYHbIX XUMWUYECKWX areHToB. IJkcnayatayus
W3gennsa pfonyckaetcs TOMbKO B COOTBETCTBUW C WHCTPYKLMEN NO NPUMEHEHUI K

n3genuio.

OTMETKA TAPAHTUMNHOTO LEHTPA
OATA ONMWCAHWNE rapaHTUMAHbLI A LeHTP

22
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02-771-4715-6

02-3775-3962
2017 11530 PernctpauunoHHbli Homep 2017 - 11530
HOTAPWA/NNIbHOE CBUAETE/NIbCTBO

B pe3ynbTaTe NpPoOBEPKM B MOEM O(uce i yCTAaHOBWA, YTO NpunaraemMast Konus nucbma
OT Y NpaB/feHUs No KOHTPOKO KayecTBa NULLEBLIX MPOAYKTOB U N1EKAPCTBEHHbLIX CPEACTB TOUHO
COOTBETCTBYET OpPUTUHANYy.

MeyaTb Ha KOPEVCKOM A3blIKe.
HacToawwmm ato ygoctoeepsaetcsa 30 mapTa 2017 B JaHHOM odimce.
BOOWH /1O 3HA HOTAPUN OPUC nHK.

MpuHagnexut MNpokypatype LleHTpansHoro okpyra Ceyna, Kopes, Ceyn, KOHr-ry, Eynsupo 2-
ra 199-63.

MeyaTb Ha KOPECKOM fA3blIKe.
Moanucb rocyfapCcTBEHHOIO HOTapuyca
OXKOH XEH KM

[aHHoe yupexaeHue ynosIHOMOYeHO MUHUCTPOM ocTuumMn Pecny6nmku Kopes BbiCTynatb B
KayecTBe rocyfapCTBeHHOro Hotapuyca ¢ 17 oktabps 2003 rofa B COOTBETCTBMU C 3aKOHOM
HoMmep 96.
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s, nepeeogunk [OHYapeHKO Mapua AnekcaHOpPOBHA, BNafetolWwmnili pycCKUM U aHTANACKUM
f3blKaMu, MOATBEPXAal, YTO BbIMOMHEHHbIA MHOK MepeBOf MNPUNOXKEHHOTO [LOKYMEHTa
SIBNAETCA MPaBNU/IbHbIM, TOYHbIM U MOJHbIM.

MepeBodunk NoHYapeHKo Mapusa AnekcaHipoBHa: N

CAHKT-
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METEPBYPI

Poccuiickas degepaums,

ropog, CaHkT-INeTepbypr,

LLlecToro noHsa e ThbiCAYM CeMHAALATOrO roja.

A, MaBpnnoea Onbra HKOpbeBHa, HOTapuyc HoTapuanbHOro okpyra CaHkT-IeTepbypra,
CBUAETENLCTBYHO NOAJ/IMHHOCTL MOANMCKU nepesodurka MoHYapeHKo Mapuun AsnekcaHOpPOBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInYHOCTb NoAanucaBLLEero JOKYMEHT YCTaHOB/EHA.

3aperucTprpoBaHo B peecTpe 3a No

B3bickaHo no Tapudy: 100 py6nei.

YnnayeHo 3a oKasaHue yCnyr npaBoBOro v TEXHUYECKOro xapaktepa: 200 py6neil.

O.FO. laspunosa

IToro B HacTos1Le!M JOKYMEHTE
MPOLUNTO M CKPErsieHo neyvatblo
(ccre>n ceca ) NNCTP; A

HOTAPNYC
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