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NAME OF MEDICAL DEVICE

Mesh electronic Mesh nebuliser with accessories

MODELS, VERSIONS, COMPOSITION OF MEDICAL DEVICE

Mesh electronic Mesh nebuliser with accessories

design versions

I. Mesh electronic Mesh nebuliser, model: UN 201

composition;

1 Casing (main imit) of the article, model UN201-A0 - 1 pc.

2. Power cord (USB - micro-USB cable), model UN201-D-05-01 -1 pc,;

3 Face mask for an adult, model UN204-V-03-01 -1 pc.;

4. Face mask for a child, model UN204-B-06-01 - 1pc,;

5. Mouthpiece, model UN201-A-10-01 - 2pcs.;

6. Operation manual-1 pc.

Accessories:

1 Cover of mesh plate, model UN201-A-09-01 - 1pc.;

2. Textile cord - 2 pcs.;

3. Case (handbag) for storage and carrying -1 pc.

[I. Mesh electronic Mesh nebuliser, for a child, model: UN 209,color: green/blue-
graylyellow

composition:

1 Casing (main unit) of the article, model UN209-A0 - 1pc.

2. Power cord (USB - USB- type C cable), model UN204-D-08-01 -1 pc.;

3. Face mask for an adult, model UN204-B-03-01 -1 pc.;

4. Face mask for a child, model UN204-B-06-01 -1 pc.;

5. Mouthpiece, model UN204-B-05-01-1 pcs.;

6. Operation manual-1 pc.

Accessories:

i Cover of mesh plate, model UN204-B-04-01 -1 pc.;

2. Textile cord - 2 pcs.;

3. Case (handbag) for storage and carrying -1 pc.

MEDICAL DEVICE MANUFACTURER (S)

Shenzhen Mericorm Technology Co., Ltd

LOCATION ADDRESS: 3/ F, Building 2, Tiantong Industrial Park, Gaofeng Community,
Dalang Street, Longhua District, Shenzhen, China (KutaiA).

PHONE NUMBER: (+86) 75582580465
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E-MAIL: karen@mericonn.com

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
(MANUFACTURER) OF THE MEDICAL DEVICE

LIMITED LIABILITY COMPANY "MVMED" (LLC "MVMED")

LOCATION ADDRESS: 105077, Moscow, ext. Municipal district East Izmailovo, st 13-Ya
Parkovaya, d. 22, building 4, apt. 42.

PHONE NUMBER: +79250377714

E-mail: mvmedcompany@yandex.ru

PURPOSE OF MEDICAL DEVICE

Intended for the prevention and treatment of diseases of the respiratory tract at home and
medical institutions.

POTENTIAL CONSUMERS

- medical personnel;

- medical specialists - physiotherapists;

- specialists in rehabilitation medicine and medical rehabilitation.

INDICATIONS

Absolute indications for the use of nebulisers in cases of:

- the drug substance cannot be delivered to the respiratory tract by other methods, since there
are a lot of drugs (antibiotics, mucolytics, surfactant, anesthetics, etc., for which there are no dosed or
powder inhalers or other methods of administration;

- it is necessary to deliver drugs to the alveoli;

- severe condition (severe dyspnea, frequent shallow breathing) or patient's age.

When prescribing a nebuliser, patients should take into account the main indications:

- chronic obstructive pulmonary disease (COPD);

- cystic fibrosis;

- runny nose;

- nasopharyngeal edema;

- acute respiratory diseases;

- acute respiratory viral infections;

- pharyngitis;

- tracheitis;

- laryngitis;

- bronchitis;

- asthma;

- pneumonia.
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CONTRAINDICTIONS

The main contraindications to the use of nebuliser are:

- pulmonary bleeding;

- cerebral atherosclerosis;

- stroke recovery period,;

- respiratory and heart failure;

- high blood pressure;

- spontaneous pneumothorax against the background of bullous emphysema;

- traumatic pneumothorax;

- individual intolerance to the inhalation form of medicines.

- recurrent pneumothorax.

EXPECTED AND FORESEEABLE SIDE EFFECTS ASSOCIATED WITH THE
INTENDED USE OF THE MEDICAL DEVICE

- tremor, nervous agitation, headache, peripheral vasodilation, tachycardia (insignificant with
the inhalation route of administration), convulsions, hypokalemia with high doses, allergic reactions,
including paradoxical bronchospasm, urticaria and angioedema.

With frequent reuse of the same drug substance in the treatment of respiratory tract diseases, a
doctor's consultation is necessary to exclude a cumulative effect.

Side effects are more expected in patients with diseases of the cardiovascular system.

INFORMATION ON THE CIRCUMSTANCES IN WHICH THE CONSUMER
SHOULD CONSULT A HEALTHCARE PROFESSIONAL

If the effect of the treatment does not coincide with the expected, it is recommended to consult
a medical specialist. If any allergic reactions or other difficulties occur while using this device, stop
using it immediately and seek medical attention.

RISKS OF USING A MEDICAL DEVICE

Prevention

*Only pure liquid solutions may be used. Do not use raw water, oil, milk, or viscous fluids.

*To avoid blockage of the mesh plate, clean it after each use of the inhaler. Note: Do not touch the
mesh with your hand, brush, or hard objects.

« Do not wash the inhaler OF immerse it in any liquids. Ifany liquid gets on the inhaler or inside,
then before using the inhaler, it must be allowed to dry.

*Do not place the inhaler on a heated surface.

*Do not turn on the inhaler if there is no fluid in the medicine container

MEDICAL DEVICE SPECIFICATIONS
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Name
Overall dimensions of the housing (main unit) of the article, model
L1201-A0
- height
- diameter
Overall dimensions of the housing (main unit), model UN209-A0,
mm
- height
- diameter
Sprayed particle size £, pm

Drug consumption, mL/min, within
Volume for model UN 209, mL
Volume for model UN 201, mL
Ultrasound frequency, kHz

Capacity for model UN 201, mL/min
First level (weak)
Second level (medium)
Third level (strong)

Capacity for model UN 209, mL/min
First level (weak)
Second level (medium)
Third level (strong)

Weight of airframe (main unit), model UN201-A0 and airframe
(main unit), model UN209-A0, g

Noise level, dB
Power cord length (USB - micro-USB cable), model UN201-D-05-01

and Power cord (USB - USB Type-C cable), model UN204-D-08-01,
mm

Length of textile cord, mm

Overall dimensions of the case (bag) for storage and carrying, mm
Dimensions Face masks for adults, model UN204-B-03-01, mm,
10%
Dimensions Face masks for children, model UN204-B-06-01, mm, +
10%
Overall dimensions Mouthpiece, model UN201-A-10-01, mm, £ 10%
Overall dimensions Mouthpiece, model UN204-B-05-01, mm, + 10%®
Overall dimensions of grid plate cover, model UN201-A-09-01, mm.
+ 10%
Overall dimensions of grid plate cover, model UN204-B-04-01, mm.
+ 10%

Electrical performance
Electrical safety class GOST R IEC 60601-1
Input power, A
Input voltage, V
Power consumption, V- A
Enclosure protection degree as per GOST 14254
Mains supply voltage, V
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Meaning

117+10%
42+10%

118+10%
39.5+10%
<5,0

0.1-0.45
<10
<25
110+ 10%

> 0.2 mL/min
>0.3 mL/min
> 0.4 mL/min

< 0.3 mL/min
< 0.4 mL/min

< 0.55 mL/min

90 + 10 (without
accessories)

<50
820+10%

590 + 109 two pc.

180*125 £10%
Figure 6

Figure 7

Figure 8
Figure 9
Figure 10

Figure 11

1 class instrument
1.0+10%
5.0+10%
5.0+10%
IPXI

100/240+10%



Frequency, Hz 50/60£10%

Capacity of chemical (lithium-ion) power supply, mAh 1200+£10%
Charging time (for full charging), h, minimum 3.0+10%
Operating time without recharging, min, minimum 80+10%
Operating mode setting time, s 3+10%
Cross-sectional area of power cord wires 0.7£10%
Reliability indicators
Average service life (before decommissioning or before repair), years 10
Mean time between failures, h, minimum 10000
Mouthpiece life cycle 500
Face mask service life, cycle 500

A USB cable connector is displayed on the back ofthe UN 209 nebuliser. For UN 201, the USB
cable connector is on the side.

MEDICAL DEVICE COMPLETENESS

Completeness of the nebuliser:

Execution Composition Quantity,
ocs.
Mesh electron Mesh nebuliser, Casing (main unit) of the article, model 1
model: UN 201 UNZ201-A0
Power cord (USB - micro-USB cable), model 1
UN201-D-05-01
Face mask for an adult, model UN204-B-03- 1
01
Face mask for a child, model UN204-B-06-01 1
Mouthpiece, model UN201-A-10-01 2
Operating manual 1
Accessories:
Grid plate cover, model UN201-A-09-01 1
Textile cord 2
Case (handbag) for storage and carrying 1
Mesh electronic Mesh nebuliser, for Casing (main unit) of the article, model 1
a child, model: UN 209, color: UN209-A0
green/blue-gray/yellow Power cord (USB - USB- type C cable), 1
model UN204-D-08-01
Face mask for an adult, model UN204-B-03- 1
01
Face mask for a child, model UN204-B-06-01 1
Mouthpiece, model UN204-B-05-01 1
Operating manual 1
Accessories:
Grid plate cover, model UN204-B-04-01 1
Textile cord 2
Case (handbag) for storage and carrying 1
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DESCRIPTION OF COMPONENTS (ASSEMBLIES) OF THE MEDICAL DEVICE

Figure 1- Casing (main vmit) of the article, UN201-A0 model, version: Mesh electron Mesh nebuliser,
model: UN 201

Figure 2- Casing (main unit) of the article, model UN209-A07? version: Mesh electronic Mesh
nebuliser, for a child, model: UN 209, color: green
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Figure 3 - Casing (main unit) of the article, UN209-A0 model, version; Mesh electronic Mesh
nebuliser, for a child, model: UN 209,color: blue-gray

Figure 4 - Casing (main unit) of the article, UN209-A0 model, version: Mesh electronic Mesh
nebuliser, for a child, model: UN 209, color: yellow
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Figure 5 - Power cord (USB - micro-USB cable), model UN201-D-05-01 and Power cord (USB
- USB Type-C cable), model UN204-D-08-01

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



A:118.&Nn
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Figure 6 - Face mask for an adult, model UN204-B-03-01
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Figure 7 - Face mask for a child, model UN204-B-06-01

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



O

A:46. 4
B:021. Om

Figure 8 - Mouthpiece Model UN201-A-10-01
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Figure 9 - Mouthpiece Model UN204-B-05-01
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DESCRIPTION OF MEDICAL DEVICE ACCESSORIES
Nebuliser is supplied by:

- with cover of mesh plate for storage;

- with case (handbag) for storage and carrying;

- with textile cord for face mask fixation.

J

A 14. Inm
B:020. 8y

Figure 10 - Cover of mesh plate, model UN201-A-09-01

A:022.2mm
B:12.3m

Figure 11 - Cover of mesh plate, model UN204-B-04-01
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Figure 12 - Textile cord
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Figure 13 - Case (handbag) for storage and carrying
FUNCTIONAL CHARACTERISTICS

The nebuliser is a medical tabletop non-sterile therapeutic device with a vibrating membrane

with multiple microscopic holes (sieve), with accessories, a reservoir and a spray chamber.

Does not contain medicinal products for human use, materials of animal and human origin.

The nebuliser is an unsterile product of reusable application. The mouthpiece (mouthpiece)
briefly contacts (5-30 minutes) with intact human skin and with intact mucous membrane of the
respiratory system (nose, mouth).

The mouthpiece and face masks are disinfected after use.

The nebuliser is designed to be placed upright on a table.

Functional features:

13
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1 Three spray modes: strong, medium and weak. Modes are selected by pressing the on/off

button.

2. LED indicator. The lamp glows yellow when the device is charged, changes color to green
when the device is charged and ready to be sprayed, and alternately glows green and yellow in automatic
cleaning mode.

3. Automatic cleaning. Press and hold the on/off button for 5 seconds to enable automatic
cleaning.

4. Automatic shutdown after 20 minutes of use.

5. Built-in lithium battery.

The articles have indication of charging and operation:

- green lamp illumination - the device works without failures; the device is charged and ready
for operation;

- glowing alternately green and yellow - device in automatic cleaning mode;

- yellow indicator light - the device is charged.

For UN 209, when the device is charged and ready for operation, the green light of the indicator

lamp changes depending on the mode, according to the table.

Model color UN 209/mode  with strong with medium with  weak during automatic

spraying spraying spraying cleaning
Mesh electronic  Mesh glows green glows blue glows lime glows alternately
nebuliser, for a child, blue and green
model: UN 209, color:
blue-gray
Mesh electronic  Mesh glows green glows yellow  glows orange  glows alternately
nebuliser, for a child, yellow and green
model: UN 209, color:
yellow
Mesh electronic  Mesh glows green glows blue glows lime glows alternately
nebuliser, for a child, blue and green
model: UN 209, color:
green

The mechanism of action of the nebuliser is based on dispersed spraying of an unheated drug
or liquid in the form of an aerosol/vapor, which is supplied to the patient through a mask or breathing
tube.

The aerosol/vapor is formed from the vibration of a membrane film with small holes, passing
through which the liquid turns into an aerosol cloud. Vibration ofthe membrane is achieved by ultrasonic
vibrations. In these devices, the primary aerosol particles correspond to the size ofthe respirable particles
(slightly larger than the diameter of the holes), so the use of a shutter and prolonged recycling of the
primary aerosol is not required.

Inhaler preparation

14
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For hygiene reasons, it is absolutely necessary to clean and disinfect the inhaler and accessories
after each use.

If the prescribed therapeutic treatment requires sequential inhalation of various drugs, be sure
to clean the inhaler after each use.

Inhaler use

1 Open the medicine container and fill the container with isotonic saline or medicine. Do not
overfill the container.

The maximum recommended fill volume is 10 mL for UN 209.

The maximum recommended fill volume is 25 mL for UN 201.

Then close the lid of the medicine container.

2. If necessary, attach an accessory (mouthpiece or mask) to the inhaler.

3. Using the mouthpiece; Place the device in your mouth and squeeze your lips tightly around
the mouthpiece.

4. Mask use: Cover your nose and mouth with it.

5. Press the on/off button to select the desired operating mode. Example: In high spray mode,
5 mL ofdrug is consumed in about 15 minutes, in medium spray mode, in about 20 minutes, and in low
spray mode, in about 30 minutes.

6. Turn on the device with the on/off button.

7. Sprayed fog should come out of the device. A green indicator light indicates that the device
is working properly.

8. If the inhaler is turned off automatically after use for 20 minutes, turn it back on with the
on/off button.

Charging

1 The battery is charged through the power cord.

2. When the device is charged, the indicator glows yellow, and upon completion of charging, it
changes color to green.

3. After the device is fully charged, it can be used for about 80 minutes

ATTENTION! Children should only use the device with the help and supervision of adults.
When inhaling an infant, the mask should cover the mouth and nose for effective inhalation. When
inhaling a child, the mask should also cover the mouth and nose.

Each user needs his own accessories, this is absolutely necessary for hygienic reasons.

When operating the nebuliser, do not:

- take expectorants

- use tap, boiled, distilled water, as well as hypo- and hypertonic solutions.
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In case of malfunction ofthe medical device, malfunction in its operation or abnormalities
in operation, follow these Operating Manual.

Operation of the nebuliser should not lead to mechanical hazard under normal use conditions
or under conditions of a single malfunction that is not easy to notice. Examples of mechanical hazards
are:

a) sharp edges that may lead to cuts;

b) unstable position of the nebuliser, at which it may fall during use or movement.

If there is some inhalation solution left in the inhaler, this is normal for technical reasons. Stop
inhaling as soon as you hear an unusual sound coming from the inhaler, or if the device automatically
turns off due to lack of inhaler.

As the liquid is poured, air mixes and bubbles form that block the spray hole. If the fluid is
picked up correctly and not sprayed, please shake or tap your palm hard on the bottom of the appliance
to release air bubbles, then turn the nebuliser back on.

If during operation the inhaler emits little or no aerosol, then it is possible:

1 There is not enough medicine in the inhaler.

2. You're not holding the inhaler upright.

3. The drug used in the inhaler is not suitable for spraying (for example, too viscous, viscosity

should not be more than 3).

4. Room temperature too low. Pour in 3-6 mL of water heated to not less than 80 ° C and spray

e

it completely without inhalation.

If there is little aerosol at the outlet during operation, then it is possible:

1 Power shortages. Recharge or replace the battery.

2. Air bubbles formed in the drug container to prevent continuous contact of the drug with the
mesh

plate. Check the contents of the container and remove bubbles if necessary.

3. Particles accumulated on the mesh interfere with the release of the aerosol. To remove
particles, pour 2-3 drops of vinegar from 3 to 6 ml of water into the inhaler, and then completely spray
this solution. Do not inhale this spray mixture and be sure to disinfect the medication container after
spraying.

4. The mesh plate has worn out.

Only a doctor can properly advise which medicine to use in your condition. Consult your doctor.
This mesh inhaler is suitable for spraying drugs with a viscosity of not more than 3.

DESCRIPTION OF NON-MEDICAL DEVICES BUT INTENDED FOR USE IN
COMBINATION WITH AMEDICAL DEVICE

16
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Use only medicines prescribed or recommended by your healthcare provider. Never change the

recommended dosage of medicinal products.

Types of drugs compatible with the products:

- expectorants (mucolytics);

- bronchodilators;

- antihistamines and cromones (antiallergic);

- various antibiotics;

- decongestants (decongestants).

LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS COMING INTO

DIRECT OR INDIRECT CONTACT WITH PATIENT'SBODY (HUMAN BODY)

For the manufacture of the nebuliser, raw materials and materials are used, according to Table 1

Product part name

Casing (main unit) of the article, UN 201-
AO model and Casing (main unit) of the
article, UN209-A0 model

White casing:

- colour: white

- colour: blue
- colour: purple

Solvent

Yellow casing:

- colour: white

- colour: red-yellow
- colour: yellow-green

Solvent

Green casing:

- colour: white

- colour: green

- colour: yellow
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Table 1

Material, grade Type of contact with

the human body

ABS plastic Short-term contact with
Brand AG15E1 intact human skin
Brand No. 69,
No. TC30
Brand No. 08

Brand No. 4002

Ethylene bis-stearamide

(EBS)

Ethylene Bis-Stearamide

Brand No. 69

Brand No. 1005
Brand No. 1001D

Ethylene bis-stearamide

(EBS)

Ethylene Bis-Stearamide

Brand No. 69

Brand No. 6003
Brand No. 1005

17



- colour: blue

Solvent

Blue-gray casing:
- colour: white

- colour: blue

- colour: black

- colour: yellow

Solvent

Bottom “Start” on the casing

Model: UN201

Bottom “Start” on the casing
Model: UN209

Plug for USB connector, on casing
Model: UN209

- medicine container

Face mask for an adult, model UN204-B-03-

01

Face mask for a child, model UN204-B-06-
01

Grid plate cover, model UN204-B-04-01

Grid plate cover, model UN201-A-09-01

Case (handbag) for storage and carrying

Textile cord

Mouthpiece, model UN204-B-05-01

Mouthpiece, model UN201-A-10-01
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Brand No. 06

Ethylene bis-stearamide
(EBS)
Ethylene Bis-Stearamide

Brand No. 69

Brand No. 5001, No. 5101
Brand No. 1000#
Brand No. 1005

Ethylene bis-stearamide
(EBS)
Ethylene Bis-Stearamide

ABS plastic

Brand AG15E1
- colorant color: white
Mark No. 69, No. TS30
Silicone rubber ZY-860
Silicone orange dye

Silicone rubber ZY-870
Silicone orange dye

Medical resin LEXAN
HP4R

Medical polyvinyl chloride
Grand NP series

Mild Medical Polyvinyl
Chloride Series NP

Medical silicone
HCR5130-XY
HTV-5150-XY
Medical Polyvinyl
Chloride
Polyester

Polyester

Polyvinyl chloride CP21- Short-term contact with

060930 - GZ. intact human skin and
Polypropylene with intact mucous
monopolimer membrane of the

respiratory system
(nose, mouth).
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INFORMATION ON THE PROCEDURE FOR INSTALLATION, INSTALLATION,
ADJUSTMENT, CALIBRATION AND OTHER ACTIONS REQUIRED FOR PUTTING THE
MEDICAL DEVICE INTO OPERATION

Installation, calibration and dismantling are not applicable.

Modification of the product and use of non-original components is not allowed.

ATTENTION! All work on maintenance, repair, disinfection and cleaning of the nebuliser
dust should be carried out by disconnecting it from the electrical network.

Maintenance and repair are performed by the manufacturer's authorized representative and
persons trained by the manufacturer's authorized representative.

Preventive inspection

Before each use, before connecting, check the feed and accessories of the nebuliser for any
visible damage.

Cleaning and disinfection

For hygiene reasons, it is necessary to clean and disinfect the inhaler and accessories after each
use.

External and internal surfaces, mouthpiece (mouthpiece) and face mask must be resistant to
disinfection treatment by any of the listed disinfectants:

- 3% hydrogen peroxide solution with the addition of 0.5% detergent (Lotus type) or 1%
chloramine solution;

- 70% alcohol;

- 70% isopropanol;

- 70% n- propanol;

- 2% glutaraldehyde;

- 0.5% sodium hypochlorite solution.

Disinfect the mouthpiece and masks by placing them for 5-10 minutes in one of the solutions
listed above. After disinfection, it is recommended to rinse with warm water

1 Accessories: Disconnect the mouthpiece and accessories from the inhaler and wipe them with
a disinfectant solution or place them in a disinfectant soaking solution.

2. Inhaler: Pour 6 ml of pure water into the medicine container and turn on the device while
holding the power button to start the automatic cleaning procedure to remove the rest of the medicine
from the mesh plate.

3. Clean the device with a soft, dry and clean towel or napkin.

4. After complete cleaning, reinstall the cover of the mesh plate. Store the device and
accessories in a cool, dry place.

19
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5. To extend battery life, reeharge the deviee every two months.

FObIBIDDEN!

1 Install the product on the surface ofany equipment. Electromagnetic or other interference
may occur between electronic devices.

It is necessary to follow the instructions contained in the operating manuals of the equipment
used with the product to avoid dangerous situations due to incompatibility.

2. The use of accessories, extensions and cables, with the exception of cables supplied by
the manufacturer ofthe product, can lead to an increase in electromagnetic emission or a decrease in the
noise immunity of the product.

CRITERIA FOR THE UNSUITABILITY OF A MEDICAL DEVICE

The nebuliser shall be immediately decommissioned in the following cases;

at detection of limit states or failures;

in case of integrity failure;

in case of fire or in case of fire threat.

OPERATION CONDITIONS

Operating conditions at temperature from + 5°Cto +40°C and relative humidity from 15%
to 93%.

After transportation and (or) storage in conditions of negative temperatures, the nebuliser in the
transport package must be kept in normal climatic conditions for at least 2 hours.

Detailed information on electromagnetic compatibility and mechanical stability ofthe nebuliser
is provided in Annex 1

When conducting and evaluating the results of using the nebuliser for the purpose of risks
affecting other equipment, no risks were identified.

The nebuliser is safe for its intended use and indications. It is not fire and explosive.

TRANSPORTATION AND STORAGE CONDITIONS

The nebuliser in the packaging of the manufacturer can be transported by any type of closed
transport, in accordance with the rules for the carriage of goods.

The requirements for the transportation of the nebuliser must meet the conditions: ambient
temperature from minus 10 °C to plus 45 °C, relative humidity up to 95% at a temperature of 35 °C.

Storage conditions - ambient temperature from minus 10 °C to plus 45 °C, relative humidity up
to 95% at a temperature of 35 °C.

Room air shall not contain impurities causing corrosion.

The nebuliser packed in consumer and transport packaging must be stored on racks in the

manufacturer's packaging before sale.

20

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

V)



PROCEDURE AND CONDITIONS FOR DISPOSAL OR DESTRUCTION OF A
MEDICAL DEVICE

Disposal is performed after separation of nebuliser into components.

Disposal of mouthpiece (mouthpiece) and face masks after use is carried out in the marmer
prescribed by sanitary and epidemiological rules and norms. 2.1.3684-21 for Class B waste.

The casing and other elements of the nebuliser are epidemiologically safe waste, close in

composition to solid household waste of class A according tosanitary and epidemiological rules and
norms 2.1.3684-21.

WARRANTIES AND LIABILITY
The manufacturer guarantees the compliance of the nebuliser with the declared requirements,
subject to the conditions and rules of storage, transportation, installation and operation.

The warranty period of the product is 15 months from the date of sale.
Warranty -12 months from the date of sale.

SYMBOLS USED IN PRODUCT MARKING

Sign Description Sign Description
Date of manufacture Avoid exposure to sunlight
Manufacturer Avoid exposure to moisture

Batch code T Fragile, handle carefully

Working part type BF

T "
aS Refer to the DFU or DFU electronically

Careful!

Marking accessories is impractical, necessary information on consumer packaging and in the
operating manual.

Transport marking is applied to the package and contains consumer marking information with

addition of the number of consumer packages, transportation conditions, inscriptions "QTY: 50 PCS»,
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«G.W: 10 KGS», «N.W: 9 KGS», «MEAS: 58x30x33 CM, "which translate as" quantity: 50 packs,™

gross weight: 10 kilograms, "™ net weight: 9 kilograms, ™ dimensions: 58x30x33 centimeters. “It is
allowed to mark transport packaging by gluing paper labels.

If necessary, the data can be applied in several languages.
The UN201 Consumer Packaging Label additionally contains the following symbols:
Symbol Description Symbol Description

Soft mask \ Built-in battery

(c i) C "

One click Warranty 12 months
Low noise level Three modes of operation
I'T N Automatic self-cleaning Low power consumption

Charging via USB Microporous direct spray technology
%

20-minute auto timer

The labeling of the consumer packaging of the UN209 model additionally contains schematic
instructions for using the nebuliser.

IN CASE OF PRODUCT QUALITY COMPLAINTS, UNDESIRABLE EVENTS OR
INCIDENTS, SEND THE INFORMATION TO;

LIMITED LIABILITY COMPANY "MVMED" (LLC "MVMED")

LOCATION ADDRESS: 105077, Moscow, ext. Municipal district East 1zmailovo, st 13-Ya
Parkovaya, d. 22, building 4, apt. 42.

PHONE NUMBER: +79250377714

E-mail: mvmedcompany@yandex.ru
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Annex
Manufacturer's manual and declaration - electromagnetic emission

Mesh electron-mesh nebuliser with accessories is intended for use in the electromagnetic environment defined
below. The purchaser or user should ensure that it is used in the specified electromagnetic environment

Electromagnetic

. Compliance Electromagnetic environment - instructions
emission test

Mesh electron Mesh nebuliser with accessories uses radio
frequency energy only for internal functions. The emission level
of radio frequency interference is low and will probably not lead
Radiio interference as per to malfunctions located near electronic equipment.

CISPR 11

Group 1

Mesh electronic Mesh nebuliser with accessories is intended for

use in premises for domestic purposes, as well as in premises
Class B . S .

directly connected to low-voltage distribution electrical

networks (general-purpose electrical networks)

Current harmonic
components accordingto  Not applicable
IEC 61000-3-2

Voltage fluctuations and
flicker accordingto IEC ~ Not applicable
61000-3-3

Manufacturer's Manual and Declaration - Immunity

“The Mesh Electronic Mesh Nebuliser with Accessories is intended for use in the electromagnetic

environment defined below. The buyer of the product should ensure its use in the specified electromagnetic
environment

. Tes.t level . Electromagnetic environment -
Immunity test according to IEC  Compliance level instructions
60601
Electrostatic + 6 kV - contact + 6KV -contact  Floor in a room made of wood, concrete or
discharges (ESD) discharge discharge ceramic tiles. With floors covered with
according to IEC . . synthetic material, the relative humidity is
61000-4-2 £ 8KV -alr £8KV-air o lenct 3005 v
discharge discharge
(GOST 30804.4.2-
2013)
Nanosecond impulse 2KV + for power 2 KV + for power  Quality of electric energy in the network
interference lines lines according to typical conditions of
according to IEC commercial or hospital environment
61000-4-4 (GOST
30804.4.4-2013)
High energy 1KV + for wire-to-  1kV + forwire-  The quality of electric energy in the electric
microsecond impulse  wire interference to-wire network should be ensured in accordance
interference L interference  with typical conditions of a commercial or
according to IEC 2 KV £ with wire- .. hospital environment
61000-4-5 to-ground 2 kV £ with wire-
interference to-ground
(GOST R 51317.4.5- interference

99)
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Magnetic field 3A/m 3A/m Industrial frequency magnetic field levels

industrial should be provided in accordance with
frequencies (50/60 typical conditions of commercial or
Hz) hospital environment

according to IEC

61000-4-8

(GOST R 50648-94)

Voltage dips, short- S %UT <5 %UT The quality of electric energy in the
term interruptions and network - in accordance with typical

voltage changes inthe (UT decline >95%)  (decline InUT > - itiong of a commercial or hospital

INUL POWer SUDDIY  ithin 05 period - over O environment
lines according to period
IEC 61000-4-11 40% UT (60% UT
(GOST 30804.4.11-  40% UT (60% UT  decline) over 5
2013) decline) during periods
5 periods
70 % UT (30 %

UT decline) over

70% UT (30% UT 25 periods
decline) during

25 periods <5%UT (UT
decline > 95%)
within 5.
<5%UT (UT
decline > 95%)
within 5.

Note - Un - voltage level ofthe electrical network until the moment of the test impact.

Conducted 3 In the band V1-3B Recommended spatial spacing
interference, from 150 kidz .

induced by radio- _—

frequency up to 80 MHz d=\; W
electromagnetic fields

as per IEC

61000-4-6 (GOSTR

51317.4.6-99)

Radio frequency 3 V/m in band El-3 W/m Recommended spatial spacing
electromagnetic field

as per IEC 61000-4-3 ~ from 80 MHz d= 32 \p

(GOST 30804.4.3- Upto 25 GHz E

2013)

Where P is the maximum transmitter output power in watts (W) in accordance with the manufacturer's
specifications, and the recommended distance in meters (m).

d - recommended spatial spacing, m;
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The field strength during propagation of radio waves from stationary radio transmitters, according to the
results of observations of the electromagnetic situation, should be lower than the level of compliance in each
frequency band.

Interference may occur near equipment marked with: «H))
a) Field strength in radio wave propagation from fixed radio transmitters, such as

base stations of radiotelephone networks (cellular/wireless), and terrestrial mobile radio stations, amateur
radio stations, AM and FM broadcasting transmitters, television transmitters cannot be determined by
calculation with sufficient accuracy. For this, practical measurements of field strength must be carried out.

If the measured values at the product location exceed the applicable compliance levels,

it is necessary to monitor the operation of the product in order to check its normal functioning. If during the
observation a deviation from normal functioning is detected, then it is possible that

additional measures need to be taken, such as reorienting or moving the product.
b) Qutside the frequency range from 150 kHz to 80 MHz, the field strength shall not exceed (V1) V/im.

Recommended values of spatial spacing between portable and mobile radio-frequency communication
devices and Mesh electronic mesh nebuliser with accessories

Mesh electron Mesh nebuliser with accessories is designed for use in an electromagnetic environment, in
which the levels of emitted interference are monitored. The purchaser or user of the product can avoid the
influence of electromagnetic interference by ensuring a minimum spatial separation between portable and
mobile radio-frequency communication means (transmitters) and Mesh electronic nebuliser with accessories,
as recommended below, taking into account the maximum output power of communication means.

Rated maximum transmitter Spatial spacing d , m, depending on transmitter frequency
outputpower
d= 12VP d= 12VP d=2.3>/P
RW in the band from 150 kHz to  in the band from 80 to 800 in the band from
80 MHz MHz 800 MHz to 2.5
GHz
0.01 0.12 0.12 0.23
0.1 0.38 0.37 0.73
12 12 2.3
10 3.7 3.7 14
100 115 115 23
Notes

1 At the boundaries of the frequency bands, a higher field strength value is used.

2. These expressions do not apply in all cases. The propagation of electromagnetic waves is influenced by
absorption or reflection from structures, objects and people.

3. When determining recommended values of spatial spacing d for transmitters with rated maximum output
power not specified in the table, the given expressions substitute the rated maximum output power P in watts
specified in the documentation of the transmitter manufacturer.

Annex 2.
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List of national standards used by the manufacturer (manufacturer) of the medical device

GOST ISO 13485-2017 (EN 1SO 13485:2016) Medical products. Quality management systems. Requirements for regulatory
purposes.

GOST ISO 14971-2021 (1SO 14971:2019) Medical devices - Application of risk management to medical devices.

GOST R IEC 60601-1-2022 Medical electrical products. Part 1. General safety requirements taking into account the main
functional characteristics.

GOST R IEC 60601-1-2-2014 Medical electrical products. Part 1 -2. General safety requirements taking into account the
main functional characteristics. Parallel standard. Electromagnetic compatibility. Requirements and tests.

GOST R IEC 60601-1-6-2014 Medical electrical products. Part 1 -6. General safety requirements taking into account the
main functional characteristics. Additional standard. Operability.

GOST R IEC 62366-1-2023 Medical products. Part 1. Serviceability design of medical devices.

GOST R ISO 15223-1-2023 Medical devices. Symbols used to convey information provided by the manufacturer. Part 1
Basic requirements.

GOST ISO 10993-1-2021 Medical products. Evaluation of biological effects of medical devices. Part 1. Assessment and
research in the risk management process.

GOST ISO 10993-5-2023 Medical products. Evaluation of biological effects of medical devices. Part 5. In vitro cytotoxicity
studies.

GOST ISO 10993-10-2023 Medical products. Evaluation of biological effects of medical devices. Part 10. Sensitization
studies.

GOST R 50444-2020 Medical devices, apparatus and equipment. General specifications.

GOST R 52770-2023 Medical devices. Biological action assessment system. General safety requirements.

GOST 24297-2013 Verification of purchased products. Organization and methods of control.

GOST 31508-2012 Medical products. Classification according to potential application risk. General requirements.

Order of the Ministry of Health of Russia of 06.06.2012 No. 4n "'On approval of nomenclature classification of medical
devices.”

Sanitary and epidemiological rules and regulations. 2.1.3684-21 Sanitary and epidemiological requirements for the
maintenance of the territories of urban and rural settlements, for water bodies, drinking water and drinking water supply,

atmospheric air, soils, living quarters, operation of industrial, public premises, organization and implementation of sanitary
and anti-epidemic (preventive) measures.
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/Hagnucb cnesa: 02520610/

MeagyHapoaHasa ToproBas nanata Kutas npu
KutalickoM KoMUTeTe COAeNCTBUS PasBUTUIO MeXyHAapPOAHOW TOProB/y

CEPTUNDOUNKAT
/IQR-kog/

Ne: 241100B0/033468

HACTOAWNM NOATBEPXAAEM:

NOAJ/IMHHOCTL NeyvaTn KomnaHun LUSHbYWKIHb MEPUKOHH TEKHONOXXW KO., /ITA,
nocTas/fieHHON Ha faHHoM JOKYMEHTE.

Bepcus ykazaHHoro JOKYMEHTA Ha pycCKOM f3blKe COOTBETCTBYET aHI/IMACKOMY TEKCTY.

KuTaincknii KOMUTET COENCTBUS Pa3BUTUIO
MeX/yHapOoAHON TOproB/n

MMeyaTsb:

/KnTaCKMin KOMUTET COAENCTBUSA Pa3BUTUIO
MeX/YHapOo4HON TOPros/un

CneyuanbHas nevaTb ANs agMUHUCTPATUBHBIX
cepTudgmkaros/

YNOMHOMOYEHHbIA NpeACTaBUTENb OpraHn3aumm; o
Jlnyao
lMognuck: (nognuce)

Jata: 11 vonga 2024 ropa

,ﬂ,]’lﬂ ,U,OI'IOJ'IHI/ITGI'IbHOVI MNPOBEPKN CBep'eHMVI, YKa3aHHbIX B HAaCTOALLEM CepTVICbI/IKaTe, nepe|7|,qV|Te
no ccolnke: http://www.rzccpit.com/validate.htm|
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«YTBEPX AR »

LLIsHbYK3HL MeprkoHH TekHonopkn Ko.,

Jia.

(HaumeHOBaHMe KOMMaHUN)

91440300MA5FXGL66M

(PexBVBUTLI KOMIaHIN)

3/ ®, pom 2, TraHToHr HgacTpuan Mapk, o6LLyHa MaodeH,
ynuua JanaHr, painoH JlyHxya, LLIsHbYKaHb, KuTait
(FopramqecKuiA apec)

3/ ®, pom 2, TraHToHr HgacTpuan Mapk, obLLyHa MaodeH,
ynuua [lanaHr, painoH JlyHxya, LLIsHbWKaHb, KiTail
(qmcrmqecmﬁvaupec)

["eHepaibHbIN ANPEKTOP

UxaH HO

()

U>kaH O (noanuce)
(nognuchb)

M.IM.

«01» mons 2024 T.

MeyaTsb:
LLIsHbYWK3Hb MepuKoHH TekHonogxn Ko., J1Ta.

PYKOBOACTBO no SKCIJIYATALNN

Hebynaiizep Mesh 31eKTpOHHO-CeTUaTbI C MPUHAANEXHOCTSAMMN

(Bepcusa 3)

Meuatsb: LaHbayH Mnkunaii TpaHcneiiwH Cepsuc Ko. J1Ta. 3704816032795.
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HAVMEHOBAHWE MEANLUMNHCKOIO N3AENNA

Hebynaitzep Mesh 3neKTpOHHO-CeTHaTbI C NPUHAAIEXHOCTAMM

MOAE/TN, BAPUAHTDI NCMNOJIHEHNIA, COCTAB MEANUMNHCKOI O N3OE/TNA

Hebynaitzep Mesh 31eKTPOHHO-CETHaTbIV C NPUHALIEXHOCTAMM

BapuMaHTbl UCMOJTHEHMSA

I. Hebynaiizep Mesh aneKTpoHHO-ceTHaTbIi, mogens: UN 201

B COCTaBe:

1 Kopnyc (ocHoBHoW 6510K) n3genns, mogens UN201-A0 - 1 wrT.;

2. LLIHyp nutaHusa (USB - micro USB kabenb), Mogens UN201-D-05-01 -1 wr.;

3. Macka nuuesas gns s3pocsoro, Mmogens UN204-B-03-01 - 1w,

4. Macka nuueBas gns pebeHka, mogens UN204-B-06-01 - 1 wT,;

o. MyHawTyk, mogens UN201-A-10-01 - 2 wr,;

6. PyKOBOZCTBO MO 3Kcnyataymm - 1 wwr.

[MpuHaaneXxHocTn:

1 KpbilwKa ceTyaTtoin nnactuHel, Mogens UN201-A-09-01 - 1wrT.;

2. TeKCTUNbHBIN LWHYP - 2 WT.;

3. Keiic (cymouka) ansa XpaHeHusi U MePeHOCKM- 1 LwT.

l. Hebynansep Mesh 3neKTpoHHO-CeTUaTbIA fAeTCKMA, Mogenb: UN 209, ugerT:
3eN1eHbIN/rony6on-cepbINKENTbIN

B COCTaBe:

1 Kopnyc (ocHoBHoi 6/10K) n3genus, mogens UN209-A0 - 1 wrT,;

2 LLIHyp nuTtaHna (USB - USB Type-C kabenb), mogens UN204-D-08-01 -1 wir.;

3 Macka nuuesasa anga s3pocnoro, mogens UN204-B-03-01 - 1w,

4 Macka nuueBast ans pebeHka, mogens UN204-B-06-01 - 1 wr.;

5 MyHawTyK, mofens UN204-B-05-01 - 1wr.;

6 PyKoBOZCTBO MO 3KcnyaTaumm - 11ur.

MpuHaanexHocTu:

1 Kpbilwka ceTyatoi nnactuHel, Mogens UN204-B-04-01 - 1 wr.;

2. TeKCTUNbHBIW LWIHYP - 2 WT.;

3. Kelic (cymouka) ans XpaHeHus U NepeHoCKuM- 1 L.

MPON3BOAUNTE/Ib (M3rOTOBUTENA) MEAVNLIMHCKOIO U3AENNA

Shenzhen Mericonn Technology Co., Ltd (LLIsHbWwkaHb MepurkoHH TekHonogpxku Ko., /11a)

AIPEC MECTA HAXOXAOEHWA: 3 / F, Building 2, Tiantong Industrial Park, Gaofeng
Community, Dalang Street, Longhua District, Shenzhen, China (Kutai).

HOMEP TEJIE®OHA: (+86) 75582580465
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ALOPEC SNEKTPOHHOW MOYTbI: karen@mericonn.com

YMO/THOMOYEHHbBIV MPEACTABUTE/b MPOM3BOONTENA
(N3roToOBNTENA) MEAVNLIMHCKOIO N3OENNA

OBWECTBO C OrFPAHVMYEHHOW OTBETCTBEHHOCTbKO «MBMEf» (00O
«MBME/»)

ALPEC MECTA HAXOXOEHWMA: 105077, r. MockBa, BH.Tep.r. MyHUUMNaNbHbIA OKPYr
BocTouHoe V3maiinoBo, yn 13-A Mapkosas, 4. 22, K. 4, k8. 42.

HOMEP TENNIE®OHA: +79250377714

AJIPEC 3/IEKTPOHHOW MOYTbI: mvmedcompany@yandex.ru

HA3HAYEHME MEONLUMNHCKOIO N3LENNA

MpeAHa3HayeH Ans NPOUNAKTUKA U NleveHns 3a601eBaHNiA AbIXaTe/bHbIX MyTel B AOMALLHUX
YCMOBUSIX U IEYEOHBIX YUPEXAEHUAX.

MOTEHUWMAJIbHbLIE NMOTPEBEUTEIN

- MEAULUHCKMIA NepcoHan;

- MeAULMHCKME CrieumanuncTbl- pruanoTepanesThbl;

- CMeumanncTbl BOCCTaHOBUTE/IbHON MeANLMHBI U MEAULMHCKON peabunmTaLmu.

MOKA3AHUA K MPUMEHEHUIO

AGCONOTHbIE NOKa3aHWs K NPUMEHEHNIO HEOYNain3epoB B Cy4asX:

- IeKapCTBEHHOE BELLECTBO He MOXET ObITb [OCTaB/EHO B [bIXaTe/lbHble MyTU MPW NMOMOLLM
ApYrux crnocobos, TaK Kak CyLLIECTBYET AOCTATOMHO MHOIO NIEKapCTBEHHbIX CPeAcTB (aHTUOMOTUKM,
MYKOMIMTUKK, CYP(aKTaHT, aHeCTETUKM W Apyrve, A5 KOTOPbIX He CO3[aHO A03MPOBaHHbLIX WU
MOPOLLKOBbIX UHINATOPOB WK APYrvX CNocoboB Ha3HauYeHUs He CYLLECTBYET;

- HeobXoMMa [JOCTaBKa NeKapPCTBEHHbLIX CPEACTB B a/lbBEOSbI;

- TKE/0e COCTOSIHME (BbIPaXKEHHOE AMCMHOE, YaCTOe NOBEPXHOCTHOE AbIXaHWE) Uan BO3pacT
nauveHTa.

Mpy HasHaueHMN Hebynain3epa NaumeHTaMm HeO6X0AMMO YUUTbIBATb OCHOBHbIE MOKa3aHNS:

- XpOHMYecKas 06CTPYyKTMBHas 60ne3Hb nerkux (XOB/);

- MYKOBWCLMAOS3;

- HaCMOpK;

- OTEK HOCOINOTKM;

- OCTpble pecnmpaTopHble 3a601eBaHUS;

- OCTpble pecnupaTopHble BUPYCHbIe MH(EKLNN;

- (hapuHruT;

- TPaxeuT;

- NAPUHIUT;
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- BPOHXUT;

- aCTvi&;

- MHEBMOHYA.

MPOTUBOIMOKA3SAHUA

OCHOBHbIMI NPOTMBOMOKA3aHMAMU K MPUMEHEHUIO Hebynaii3epa SBSKOTCS:

- NEroYHble KPOBOTEYEHUS,

- aTepPOCK/IEPO3 LiepedpasibHOro Tmrna;

- MepVos, BOCCTAHOB/IEHWS MOCTIE MHCY/TBTa;

- AblXaTeNbHas 1 cepfeyHas HeAoCTaTOUHOCTb;

- NOBbILLIEHHOE apTepuasibHOE AAB/EHNE;

- CMOHTaHHbI MHEBMOTOPAKC Ha (hoHe OYNNE3HOW aM(IM3EMbI NEFKKX;

- TPaBMATUHECKMI MHEBMOTOPAKC;

- HAVBUOYa/bHas HENEPEHOCUMOCTb UHIaIALMOHHO (hopMb| MeAVIKAMEHTOB.

- PELIMBMPYHOLLMIA MHEBMOTOPAKC.

OXNOAEMBIE N TIPEQCKA3YEMDIE NMOBOYHBIE 3P PEKTbI, CBASAHHBLIE C
MPMMEHEHVEM MEANUNHCKOIO N3OE/TNA MO HASHAUYEHNIO

- Tpemop, HepBHOe BO30Y)KAEHWe, rosioBHasi 60/1b, paclLMpeHve NeprudepryecKnX cocyios,
TaXVKapIA (HesHauMTelbHas MPU VHMa/ALWIOHHOM MyTW BBEAEHWS), CyLAOPOri, MMoKasiveMmns npu
NpVvEMe BbICOKVX [103, a/VIEPrvecKie peakLiym, BKKOHast MapafoKcasibHbIA 6pOHX0CMasM, KparivBHLY
N aHIMMOHEBPOTUYECKUIN OTEK.

Mpy YyacTOM MOBTOPHOM MCMO/b30BaHMM OAHOMO U TOTFO Ke /IeKapCTBEHHOrO BeLIecTBa Mpu
NeveHnn 3aborieBaHUA AbIXaTe/lbHbIX MyTeld HeobXoaMMa KOHCY/bTalyst Bpada [y1a UCKHYeHUS
KyMy/IATVIBHOIO 3hpeKTa.

Mo6o4Hble aththeKTbl 60/1ee OXMAAEMbI Y NALMEHTOB C 3a60/1€BAHNAMM CEPLEYHO-COCYANCTOM
CUCTEMBI.

NMHPOPMALIMNKO OB OBCTOATEJIbBCTBAX, NP KOTOPBLIX NMOTPEBUNTE/1b
AOJIKEH NMPOKOHCYJ/IbTUPOBATBLCA C MEANUNHCKIM PABOTHUKOM

B cnyyae, eenn aekT OT NieYeHWs He COBMafaeT C OXWMAAEMbIM, PEKOMeHAyeTcs
MPOKOHCYNbTUPOBaTLCA C MEAMUWMHCKUM CneunasimCToM. Ecnn BO BPEMA WCMNOMb30BaHNA 3TOro
npubopa BO3HWKAKOT /NHO6bIE aNnepruyeckne peakuMnm WAM Apyrue 3aTpyAHEHWUs, HeMEANEeHHO
npeKpaTnTe ero UCronb3oBaHMe N 06paTUTECH K Bpauy.

PUCKW NMPNMEHEHNA MEONLUNHCKOI O N3AEJTNA

MpenynpexaeHne

* MOXXHO MCNO0/b30BaTh TOMbKO YNCTbIE XWNAKME PacTBOPbI. He NCNONb3yiTe HEOUNLLEHHYHO

BOAY, Mac/no, MOJIOKO NN BA3KUE XXNOKOCTW.
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* Bo 136eaHue 3aKyropKM CETYaTOMN NAACTUHbI OUMLLIAKTE ee MOC/Ee KaKAOro UCMo/b30BaHUs
UHransTopa. MpuMeyaHe: He NPUKACANTECh K CETKE PYKOM, LLETKOW 1 TBEPAbIMU NpeaMeTaMi.
* He MOI1Te MHTanaTop 1 He MOrPYXaiiTe ero HN B Kakue XWAKOCTU. ECM Ha MHransTop unm

BHYTPb Mnonana Kakasi-nmbo XNOKOCTb, TO, MPEXXae YEM NONb30BaTbCA UHIANATOPOM, EMY HYXXHO AaTb
BbICOXHYTb.

* He nomeLLaiiTe MHransaTop Ha HarpeTyr NMOBEPXHOCT.

* He BK/ItOYaliTe MHraNAToOP, €CIN B KOHTEHEPe AN NEKAPCTBA HET XUAKOCTY

TEXHNYECKWVE XAPAKTEPUCTUKN MEANUMNHCKOI O U3OENNA

HanmeHoBaHue 3HayeHve
MabapuTHble pasmepbl Kopriyca (OCHOBHOM 6/10K) 13aenuns, Moaenb
UN201-A0
- BbICOTa 117+10%
- ANameTp 42+10%
MabapuTHble pasmepbl Kopriyca (OCHOBHOM 6/10K) 13genns, Mofes b
UNZ209-A0, Mmm
- BbICOTa 118+10%
- AnameTp 39,5+10%
Pa3mep pacnbingembiX 4acTuL, £, MKM <5,0
Pacxof nekapctsa, MA/MUH, B npesenax 0,1-0,45
O6bem ang mogenn UN 209, mn <10
O6bem ang mogenu UN 201, mn <25
YacToTa ynbTpassyka, Ky, 110+ 10%
MpomnssognTensHocTb Ans mogeny UN 201, ma/MuH
lMepBblil ypoBeHb (Cabblit) >0,2 MA/MUH
BTopoli ypoBeHb (CpeaHuit) >0,3 MA/MUH
TpeTuii ypoBeHb (CU/bHBbIIA) >0,4 MA/MUH
MpounssoauTensHocTb Ana mogenv UN 209, ma/MuH < 0,3 mA/MyH
MepBbIli ypoBeHb (cnabblit) <0,4 MA/MUH

BTopoi1 ypoBeHb (cpefHuin)
TpeTuii ypoBeHb (CU/bHBbIA)

<0,55 mn/MuH

Macca Kopnyca (ocHoBHOI 610K) nsgenus, mogens UN201-A0 un 90 £ 10 (6e3
Kopnyca (ocHoBHOW 6510K) n3aenus, mogens UN209-A0, r NPUHALNEXHOCTEN)
YpoBeHb Wyma, Ab <50

[nvHa wHypa nutaHms (USB - micro USB kabenb), mogens UN201- 820+10%
D-05-01 n WHyp nutaHua (USB - USB Type-C kabenb), Moaenb

UN204-D-08-01,MM

JN1Ha TEKCTUIBHOTO LWHYpa, MM 590+10% Age L.

"abapuTHbIE pa3mepbl Keiica (CyMouKa) A1t XPaHEHWs 1 MePEHOCKM,
MM

180*125 +10%

I abapuTHble pa3mepbl Macku N1LEBOI 4N B3POC/IOr0, MOAE b PrcyHOK 6
UN204-B-03-01, mm, £10%
MabapuTHbIE pasmepbl Mackun N1LEeBoin AN pebeHka, Mogenb PucyHok 7

UN204-B-06-01, mm, £10%

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



MabaputHble pasmepbl MyHawTyKa, mogens UN201-A-10-01, mm,
+10%
MabapuTHble pasmepbl MyHAWTYKa, Mogens UN204-B-05-01, Mm,
+10%
MabapuTHble pasmepbl KpbILWKK CETHYATON NAacTWHbI, MOAENb
UNZ201-A-09-01, mm, £10%
MabapuTHbIE pasmepbl KpPbILWKY CETHYATON NAacTWHbI, MOAENb
UN204-B-04-01, mm, £10%
ANeKTPOTEXHUYECKME NOoKas3aTenu

Knacc anektpo6esonacHoct FTOCT P M3OK 60601-1
BxogHaa MOLUHOCTb, A
BxogHoe HanpskeHve, B
MoTpebnsemas MoLLHOCTL. B-A
CreneHb 3awmTel Kopnyca no NOCT 14254
HanpskeHne nutaHua cetun, B
YacToTa, Iy,
EMKOCTb XMMUYECKOro (INTUIA-UOHHbIE) UCTOYHMKA NUTaHUA, MAY
Bpems 3apsagky (4ns NoAHOW 3apsakn),Y, He MeHee
Bpems paboTbl 6e3 noa3apsaku, MUH, He MeHee
Bpems ycTaHoB/IeHWS paboyero pexvma, ¢
Mnowaas NnonepeyHoro ceyeHms Xun NPoBOLOB LLIHYpa NUTaHUS

NokasaTenu HaleXXHOCTU
CpefHuin CpoK cny»6bl (40 CMCaHUA UK A0 PEMOHTA), NeT
CpepfHsas HapaboTKa Ha 0TKas, 4, He MeHee
CpoK cy>bbl MyHALUTYKA, LMK/
CpoK cny»6bl NMNLLEBOI MacKu, LK

PucyHok 8
PucyHok 9
PucyHok 10

PucyHok 11

Mpnbop Knacca |
1,0£10%
5,0£10%
5,0£10%
IPX1

100/240+£10%
50/60+10%
1200+10%
3,0£10%
80+10%
3+£10%
0,7+£10%

10
10000
500
500

C TbINbHOWM CTOPOHbI Hebynaisepa mogenn UN 209 BbiBefleH pasbeM Ans nogkntoveHns USB

Kabens. Ana mogenn UN 201 pasbeM Ans noakntoveHns USB Kabensi BbiBeeH C GOKOBON CTOPOHI.

KOMIIEKTHOCTb MEANUMNHCKOI'O N3AE/TNA

KomnnekTHoCTb Hebynarisepa:

VicnonHeHwe Coctas Kon-Bo, L.
Hebynaiizep Mesh anekTpoHHO- Kopnyc (0CHOBHOW 6/10K) 13genns, Moaenb 1
ceTyatblin, mogens: UN 201 UNZ201-A0

LLIHyp nuTaHmsa (USB - micro USB Kabenb), 1
mogens UN201-D-05-01

Macka nuueBas 4na B3poCca0ro, Mogesb 1
UN204-B-03-01

Macka nuueBas ans pebeHka, Moaesnb 1
UN204-B-06-01

MyHAaWwTyK, mogens UN201-A-10-01 2
PyKoBOZCTBO MO 3Kcniyatauum 1
MprHaaexXHoCTu:

KpbILLKa ceTyaToin nnacTuHbl, MoLenNb 1
UN201-A-09-01

TeKCTU/bHbIN LUHYP 2
Keic (cymouka) ans XxpaHeHUs 1 NepeHoCcKu 1
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Hebynaiizep Mesh anekTpoHHO- Kopnyc (0CHOBHOW 6/10K) n3genus, Mogenb 1
ceTyatblii getckuin, mogenb: UN  UN209-A0

209, uBeT:  3eneHblii/ronyboii- LLUHyp nutaHus (USB - USB Type-C 1
CEPbINNKENTBIN Kabesnb), mogens UN204-D-08-01
Macka nuuesas 4nsa B3poc/oro, Moaesnb 1
UN204-B-03-01
Macka nuuesast gnsa pebeHka, Mogenb 1
UN204-B-06-01
MyHawTyk, mogens UN204-B-05-01 1
PyKOBOACTBO MO 3KCyaraumm 1
[MpuHagneXxxHoCTun:
KpblLLKa ceTyaToin nnacTuHbl, MOAEb 1
UNZ204-B-04-01
TeKCTUNbHbIN LWHYP 2
Keiic (CymoukKa) anist XpaHeHNs U NepeHOCKM 1

OIMUCAHWE COCTABHbIX YACTEW (Y3/10B) MEAMLIMHCKOIO U3AENNA

% e A

PucyHok 1- Kopnyc (ocHOBHOI 6/10K) n3genus, mogens UN201-A0, ncnonHeHve: Hebynaitzep Mesh
3NEKTPOHHO-CceTHaTbI, Mogens: UN 201
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PucyHok 2 - Kopnyc (ocHOBHOI 610K) nsgenus, nsgenus, mogens UN209-A0, UCMONHEHNE:
Hebynaitzep Mesh aneKTpoHHO-ceTHaTbIi AeTCKuiA, Mofenb: UN 209, LBET: 3e/eHbli

PucyHok 3 - Kopnyc (ocHoBHO 610K) nzgenus, mogens UN209-A0, ncnonHeHune: Hebynaiizep Mesh
3N1EKTPOHHO-CeTYaTbIV AeTCKuiA, Mogenb: UN 209, uBeT: rony6oii-cepblii
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PucyHok 4 - Kopniyc (ocHoBHO# 6710K) n3genus, mogens UN209-A0, ncnonHenve: Hebynaiizep Mesh
3NEKTPOHHO-CeTHaTbIN AeTCKUI, Mogenb: UN 209, UBET: »enTblii

PucyHok 5 - LLIHyp nutaHusa (USB - micro USB kab6enb), mogens UN201-D-05-01 v LLHyp
nutaHuna (USB - USB Type-C kabenb), Mogens UN204-D-08-01
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A:118.6aa

™~

-n

I wwrmawnd AL,
PucyHok 6 - Macka nuuesas gnsa s3pocnoro, mogens UN204-B-03-01
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b:M.bl
C:57.3u11

PucyHOK 7 - Macka nuueBast ans pebeHka, mogens UN204-B-06-01
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A:46. 4
B:0 21. Om

PucyHok 8 - MyHawTyk, mogens UN201-A-10-01

A64Ammi
B:3L4nim
C:22.2m

PucyHok 9 - MyHawTyk, mogens UN204-B-05-01
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OMUCAHWE MPUHAIVIEXXHOCTEI MEAVLUMHCKOIO N3AEA
Hebynait3zep nocTaBnseTcs:

- C KPbILLKOI CeTYaTon NnacTuHbl ANS XpaHeHs;
- C KecoM (CyMOUKOIA) AN XpaHEHUS 1 NepPeHOCKMU;

- C TEKCTU/bHBIM LLIHYPOM A151 (hUKCaLMN MacKMW NILIEBOIA.

A

A:14 Inm
B:O 20. 8y m

PucyHok 10 - KpblLlka ceTyaTtor nnactuHel, mogens UN201-A-09-01

B 123ur

PrcyHok 11 - KpbllKa ceTyaToi nnactuHbl, Mogens UN204-B-04-01
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Pucynox 12 - TexcTunpasii mayp

. /

PucyHok 13 - Kelic (CyMouKa) Ans XpaHeHWst U NepeHOCKM
PYHKUMNOHANBHBLIE XAPAKTEPUCTUKWN

Hebynait3ep npeactaBnseT coboi MeaAMLUMHCKOe HaCTO/IbHOE HECTEPUIbHOE TepaneBTUYECKOe
YCTPOWCTBO C BUOPMPYHOLLIEN MEMOPAHOW C MHOXECTBEHHBLIMW MWUKPOCKOMUYECKMMU OTBEPCTUAMM

(cUTO), C NPUHALIEXXHOCTAMI, PE3EPBYaPOM 1 KaMepOIi-pacrbI/IMTeNEM.

He coaepXWT nekapcTBEeHHble CPeAcTBa AN MEAMLMHCKOrO MNPUMEHEHWs, MaTepuasbl
KMBOTHOTO 1 Ye/TIOBEYECKOrO NMPOUCXOXKAEHNS.

Hebynalizep SBNSETCA HeCTepUbHLIM U34eNIMeM MHOropasoBOro MpuMeHeHus. MyHALWTYK
(3ary6HMK) KpaTKOBPEMEHHO KOHTaKTMpyeT (5-30 MUHYT) C HEMoOBPEXAEHHOW KOXKEei YenoBeKa U C
HENoBPEXAEHHOW CNN3UCTO 060/1I04KOM OpraHoB AbIXaTe/lbHON cucTeMbl (HOC, poT).

MyHALWTYK (3ary6HIK) U MLEBbIE MACKM MOC/E UCMONb30BaHWS NOABEPratoT Ae3NHDEKLIMN.

14
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Hebynalizep npefHa3HayeH 418 pasMeLLeHns B BEPTUKaIbHOM MOJIOXKEHUN Ha CTofe.

PYHKLMOHIbHbIE OCOGEHHOCTY:

1 Tpu pexxvMa pacnblieHns: CUMbHOe, CpefHee 1 cnaboe. PeXknmMbl BbIGNPaKOTCA HXKATUAMU

KHOMKW BK/IHOYEHUSA/BBIK/THOUEHNS.

2. CBeTOAMOAHbIN MHAMKATOP. Jlamna CBETUTCA XKeNTbIM, KOrAa Npuoop 3apsXKaeTcs, M3MeHseT
LIBET Ha 3e/eHbIi, KOraa YCTPOWCTBO 3apsHKEHO M FOTOBO K pacrbl/IeHN0, U NONepeMeHHO CBETUTCA
3e/1eHbIM W XXENTbIM B PEXMME aBTOMATUYECKOW YNCTKM.

3. ABTOMatMyeckasd 4ucTka. Haxkmute 1 5 CeKyHA  YOEPXUBaANTE  KHOMKY
BK/TIOUYEHVA/BbIKNHOYEHNSA, YTOObI BK/THOUNTL aBTOMATUYECKYHO YACTKY.

4. ABTOMaTMYeCKOe BblKNoYeHWe Yepe3 20 MUHYT NCMO0/b30BaHUS.

5. BCTPOEHHbIN IMTUEBbINA aKKyMYyATOP.

3penns UMetoT MHAMKALUMIO 3apsifiku 1 paboTbl:

- CBEYEHME MHAMKATOPHOM NaMnbl 3eNeHbIM - YCTPOCTBO paboTaeT 6e3 c60eB, YCTPOMCTBO
3apSHKEHO 1 rOTOBO K paboTe;

- CBEYEHVEe MOrMepemMeHHO 3e/eHbIM U XKeNTbIM - YCTPOWCTBO B PEXMMe aBTOMaTUYeCKOiA
YMCTKM,

- CBEYEHWE NHAMKATOPHOM NamMrbl XXeNTbIM - YCTPOMCTBO 3apsKaeTCs.

Ons mogenn UN 209 npu paboTe YCTPOMCTBA 3apsXKEHHOMO M FOTOBOrO K paboTe CBeYeHue

I/IHAI/IK&TOpHOVI NaMnbl 3€1eHbIM MEHAETCA B 3aBUCUMOCTU OT PEXMMa, COr/1acHO T8.6J'I|/IU,€.

Liset moger UN 209/ npu CwibHOM MpU cpedHeM Mpv  ClaboM My aBTOMATUYECKOM

PEXUM pacrbuieH pacrblieHAM  PacribU/IEHAN  OUUCTKe

Hebynaiisep Mesh  cBetuTCA CBETUTCA CBETUTCA CBETUTCA
3MEKTPOHHO-CETYATbIN 3e/1eHbIM CUHUM CcanaroBbIM NOMNEePEMEHHO CUHIM
[eTcKuiA, mogenb: UN 209, 1 3eM1EHBbIM

LIBET: rO/y6oit-cepblii

Hebynaiisep Mesh  cBeTuTCA CBETUTCA CBETUTCH CBETUTCA
3/MEKTPOHHO-CETYATbIiA 3e/1eHbIM XENTbIM OpaHXeBbIM  MOMepemMeHHO
[EeTCKMiA, Mogenb: UN 209, XENTbIM U 3e/1eHbIM
LIBET: XKENTbliA

Hebynaiisep Mesh cBeTuTCH CBETUTCH CBETUTCA CBETUTCA
3/MEKTPOHHO-CETHATBIN 3e/eHbIM CUHUM CanartoBbIM MOMNePEeMEHHO CUHUM
JeTckvid, Mogens: UN 209, 1 3e/IeHbIM

LIBET: 3e/1EHbII

MexaHu3M fAeincTBus Hebynaliepa OCHOBaH Ha [AMCMEPCHOM PacrbLUEHWUN HEMogorpeToro
NEeKapCTBEHHOrO CPEeACTBA MM XKUAKOCTU B (hopMme as3po3ons/mapa, KOTOPOe 4epe3 MacKy Wnm
AbIXaTeNbHYH TPYOKY NOAAETCA NaLMEHTY.

A3po3onb/nap 06pa3yeTcsd OT BUOpaUUM MNNEHKU-MEMOpaHbl C MENKUMWU OTBEPCTUSIMU,
MpOXoAs 4epe3 KOTOpble XXMAKOCTb MPeBpallaeTcsi B aspo30/ibHOE 0611ako. Bubpaums MemopaHbl

[OCTUraeTCst 3a CHET KoNneGaHuin yNbTpasByKa. B aHHbIX YCTPOWCTBAX YacTyLbl MEPBUUYHONO a3po30/s
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COOTBETCTBYHOT pa3mepam pecnmpabenbHbIX YacTul, (4yTb 60MbLLE AMaMeTpa OTBEPCTMIA), MO3TOMY He
TpebyeTca NCNONb30BaHUE 3aC/IOHKM U ANIMTeNbHAsA PELUPKYNALUMUA NEPBUYHOIO aspo30/si.

[NoaroToBKa MHranAaTopa

13 coobpaxKeHWiA rnrueHbl abConMtoTHO HEO6XOAMMO OUMLLATb U Ae3UHDULMPOBATL MHIANATOP
N NPUHAL/IEXXHOCTU MOC/e KaXKA0ro UCMob30BaHNS.

Ecnv  HaszHayeHHOe TepaneBTUYECKOE JledeHue TpebyeT MoCnefoBaTe/IbHOr0 BAbIXaHWS

Pa3NIMYHbIX NIEKAPCTBEHHbIX MpPEnapaToB, 006s3aTENbHO OYULLAATE WHransaTop MoC/e KaXAoro

1CNO/Ib30BaHMS.

Vicnonb3oBaHWe UHranaTopa

1 OTKpOiTe KOHTeHep A/ NieKapcTBa U 3anofHUTe KOHTENMHep M30TOHUYECKMM CONEBbIM
PacTBOPOM W/ NeKapcTBOM. He nepenonHsaiiTe KOHTENHep.

MakcvManbHbIi peKOMeHAYeMbI 3anonHsemblin 06beM — 10 M. gna mogenn UN 209.

MaKcuUManbHbIiA peKOMEHYEMbIN 3anonHseMblii 06beM — 25 mn. ansa mogenn UN 201.

3aTeM 3aKpoiTe KPbILLKY KOHTENHepa 415 leKapcTBa.

2. Ecnm Heobxoammo, nNpucoeguHMTe K WHIanaTopy [AOMONHUTENbHYHO MNPUHALNEXHOCTb
(MyHAOLWTYK AN MACKy).

3. Vicnonb3oBaHme MyH/LITYKA: MOMECTUTE YCTPOMCTBO B POT U MJIOTHO COXXMMUTE ry6bl BOKPYT
MYHALUTYKa.

4. \cnonb30BaHMe MacKW: HaKpPOTe er HOC U pOT.

5. [Ons Bblbopa HYXXHOr0 pexxuma paboTbl HAKUMaNTe KHOMKY BK/IHOYEHUS/BbIKMHOYEHNS.
Mpumvep: B peXXrMe CUIbHOTO pacrblieHns 5 M1 eKapcTBa pacxXodytoTcs NpuMepHo 3a 15 MUHYT, B
peXNMe CpefHero pacrblUeHns — MNpPUMEPHO 3a 20 MUHYT, a B peXxkunmMe cnaboro pacrblieHns —
npumMepHo 3a 30 MUHYT.

6. BKNtoUnTE YCTPOMNCTBO KHOMKOW BKNHOUEHWSA/BBIK/THOUEHNS.

7. V13 ycTpoiicTBa JOMKEH BbIXOAWUTL pacrbluseMblid TyMaH. CBeYeHne MHAMKATOPHON Namribl
3e/1eHbIM 03HAYaeT, YTO YCTPOMCTBO paboTaeT AO/MKHbIM 06Pa30M.

8. ECnv MHransTop BbIKNKOUUICA aBTOMATUYECKM MOC/e UCMO/b30BaHNA B TedeHne 20 MUHYT,
BK/THOUMTE €ro NMOBTOPHO KHOMKOM BK/THOUEHUS/BbIC/IOUEHMS.

3apsagaka

1 AKKYMYIITOP 3apsHKaeTcs Yepes LWHYP NUTaHUs.

2. Korpa ycTpoicTBO 3apsiKaeTcs, MHAMKATOP CBETUTCA XXEMTbIM, a Mo 3aBepLUeHNN 3apsaKu

MEHSET LBET Ha 3€/1eHbIN.

3. Mocne TOro Kak yCTPOWCTBO MOHOCTLIO 3apSXKEHO, ero MOXHO WCMo/b3oBaTh 0Kono 80
MUHYT
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BH/MAHWE! [eTn A0MKHbI MOMb30BaThbCA YCTPOWCTBOM TO/MIbKO C MOMOLLGIO U MOf,
NMPUCMOTPOM B3pOC/bIX. [Mpy MHranaumMm mMnafeHua Macka [0/MKHA HakpbiBaTb POT M HOC ANd
3pheKTUBHOIO BAbIXaHWSA. Tpn MHranaumm pebeHkKa Macka Takxe [0/HKHA HaKpbIBaTb POT M HOC.

Kaxxgomy nonb3oBaTento HeobXoAuMbl COOCTBEHHbIE MPUHALIEXHOCTU, 3TO abCOMHOTHO
HEO6X0AMMO M3 TMITMEHNYECKUX COODPAKEHWIA.

Mpu akcnnyaTtauum Hebynavisepa He creayer:

- NPUHNMATL OTXapKu1BatoLLMe CpeacTBa

- UCMONb30BaTb BOLOMPOBOAHYHO, KUMAYEHYIO, AUCTUNNPOBAHHYKO BOAY, & TakKXe runo- u
rMNepPTOHMYECKME PacTBOPbI.

B cnyyae HemcnpaBHOCTN MeAULIMHCKOrO 13fenns, cbosa B ero paboTe 1av OTK/IOHEHUI B
(DYHKLMOHMPOBaHWW, JleCTBYITE COr/iacHO JaHHOM PyKOBO/ACTBE MO0 aKCnayarauuu.

Akcnnyatayma Hebynavisepa He [O/MKHA NPUBOAUTL K BO3HWKHOBEHMIO MeEXaHWUYECKOM
ONacHOCTU B YC/MOBUAX HOPM&IbHOIO MPUMEHEHUS WN B YCNOBUAX €4MHWUYHOW HEWUCNPaBHOCTU,
KOTOPYO HENpOCTO 3aMeTUTb. MprMepaMn MexaHN4YeCcKMX OnacHoCTel SABNAKOTCS:

a) OCTpble Kpas, KOTOpble MOTYT NMPUBECTM K NOpe3am;

b) HeyeToMuMBOe MNOMOXeHNe Hebynain3epa, NPU KOTOPOM OHO MOXET YynacTb npu
MNCNO/b30BaHNW UMW NEPEMELLIEHUN.

Ecnm B uHranatope OCTaeTCa HEKOTOPOE KOMMYeCTBO WHraALMOHHOIO pacTteopa, 3TO
HOpMa/IbHOE SIB/IEHWE, MMEIOLLIEE MECTO MO TEXHUYECKUM MNpuumHam. pekpaluainte BAbIXaHUe, Kak
TO/bKO YCNbLUNTE UCXOAALLMIA N3 MHIranAaTopa HeoObIYHbIN 3BYK, NN €CNA YCTPOMNCTBO aBTOMATUYECKM
BbIK/IFOUN/IOCh M3-3a HEJOCTaTKa CPeACTBA A4/1F UHTaNIALUK.

Mpn 3a1MBaHUM XXMAKOCTM CMELUMBAETCA BO3L4yX W 06pasytoTcs My3blpbKK, KOTOPbIE
OGNOKMPYIOT OTBEPCTME NS pachblUeHns. Ecnm »XMAKOCTb nogobpaHa BEpHO M He pacrblisieTcs,
NOXayicTa, YCUNEHHO BCTPAXHUTE WM MOCTy4uTe NIALOHBLIO MO AHY Npuoopa, 4ToObl BbINYCTUTb
ny3bIpbKM BO3AyXa, 3aTEM CHOBA BK/IOUMTE Hebynaisep.

Ecnn BO Bpemsa 3Kcniyatauum WHransatop NOYTM WM COBCEM He Bbl4aeT aspo3ofb, TO
BO3MOXHO:

1 B vHranatope HeJOCTaTOYHO /IEKAPCTBA.

2. Bbl gepXxnte MHranaTop He B BEPTUKA/IbHOM MOIOXKEHUN.

3. JlekapcTBO, MCMOMb3yeMOe B WHrafiiTope, HEMpUrogHo A8 pacnblneHus (Hanpumep,
CNIMLLUKOM BSI3KOE, BA3KOCTb He A0/HKHa ObITb 60nbLUe 3).

4. CNLWKOM HM3Kas TemrepaTypa B noMeLleHnn. Bnelite 3-6mn BoAbl, HArpeToi He MeHee Yem
[0 80°C, 1 NOMHOCTBLIO ee pacnbLUnNTe, He BAbIXas.

Ecnu B npouecce akcnayaTaumn Ha BbIXOAe Mao a3po30/s, TO BO3MOXHO:

1 HexBaTKa 31eKTpo3aHeprun. epesapagute Unn 3aMeHUTe akKyMynsTop.
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2. B KOHTeliHepe [Ana nekapcTBa 06pa30BaMCb My3bIpbKU BO3AYXa, MNPENATCTBYOLLME
HenpepbIBHOMY KOHTaKTY /IeKapCTBa C CEeTHaToMn

NNacTUHON. MpoBepbTe COAEPXKMMOE KOHTENHEP M MPY HEOOXOAMMOCTY YaaInTe Ny3blpbKu.

3. YacTuupbl, CKONMBLUMECS HA CETKE, MeLlakT BbINyCKy aspo3onsd. [N yaaneHus yacTtul,
BNENTE B MHranaTop 2-3 Kanam ykcyca oT 340 6 MN BOAbl, @ 3aTeM MOTHOCTLHO PacrbI/INTe 3TOT PacTBOp.
He BAbIxainTe 3Ty pacnbLUsemMytd CMeCb, W MOC/e pacrblUeHNs 06s3aTeflbHO MPOAe3NHPUUMpPYnTe
KOHTeHep /1 NeKapcTaa.

4. lsHocunach ceTyaTas nnactuHa.

TonbKO Bpay MOXKET NpaBW/IbHO MOCOBETOBATb, Kakoe /eKapCTBO MCMO/b30BaTb B BalleM
COCTOSIHWUMW. [POKOHCYNbTUPYWTECH C BPAYOM. TOT CETYUATbIN MHIANAToOP NPUrOAEeH AN pacnblieHns
NeKapcTB C BA3KOCTLIO He 6osee 3.

OrNMnnMCAHME I/I3,£I,E]'II/II7I, HE dABAAOWKMNXCA MEANUNHCKKMKA, HO
MPEAYCMOTPEHHbBIX OJ1A NCIMNOJIbSOBAHUA B KOMBUHALINI C
MEAVLIMHCKM V3AENVMEM

Wcnonb3yiiTe  TOMbKO Te  /IeKAPCTBEHHble Mperapatbl, KOTOPble Ha3Ha4yeHbl WK

PEKOMEH0BaHbI BalmMm fievaliMM BpauyoM. HUKOraa He M3MEHsITE PEKOMEHAOBAHHYO [03MPOBKY
NEKapCTBEHHbIX NMPenapaTos.

Bunabl nekapcTB, COBMECTUMbIX C U3AENMAMM:

- OTXapKuBatoLLme npenapartbl (MyKOUTUKM);

- OPOHXONMUTUKW;

- QHTUTUCTaMVHHbIE U KPOMOHbI (MPOTUBOINIEPTUYECKIE);

- pa3INYHbIE aHTUOVOTUKMY;

- EKOHreCTaHTbl (MPOTMBOOTEYUHbIE).

MEPEYEHb W OMMUCAHME MATEPUMANOB MEOVNUMHCKOIO W3OENNA,
BCTYTNAKOLWNX B HEI'IOCPE,EI,CTBEHHI:II7I NN OI'IOCPE,EI,OBAHHI:IVI KOHTAKT C
OPIrAHN3MOM MALUMEHTA (TEJ1IOM HUEJ/TOBEKA)

[ns n3rotoBneHns Hebynaisepa MCNOMb3YeTCs ChiPbe U MaTepuasbl, COrnacHo Tabnmue 1

Tabnmua 1
HanmeHoBaHWe YacTu n3genus Martepuan, Mapka Bup KoHTakTa ¢
OpraH1M3mMoM YesioBeka
Kopnyc (0CHOBHO 6/10K) 13aenus, Mogesb Mnactnk ABC KpaTKoBpeMeHHbI
UN201-A0 1 Kopnyc (0CHOBHOW 6/10K) Mapka AG15E1 KOHTaKT C
n3penus, mogens UN209-A0 HeNoBPEeXAEeHHOM

. KOXeli Yenoseka
benbin Kopnyc:

- KpacuTenb LUBeT: Genbli Mapka Ne 69,
Ne TC30
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- KpacuTesb LBET: ronyooi
- KpacuTenb LBET: UONETOBBII

PacTtsopuTtens

XKenTbliA Kopnyc:

- KpacuTenb LBeT: 6enbli

- KPaCUTESb LIBET. KpaCHO-)KeI'ITbII7I
- KpacuTenb LBET: YKENTO-3€MEeHbIN

PacTtsopuTtens

3eneHbIi Kopnyc:

- KpacuTesb LBET: 6enbli

- KpacuTenb LBET: 3e/1eHbIN
- KpacuTenb LBET: YKenTblil
- KpacuTesb LBET: rony6oin

PacTtBopuTesnb

["ony6oli-cepblii Kopnyc
- KpacuTenb LBeT: 6ebli
- KpacuTesb LBET: CUHWIA
- KpacuTesnb LBET: YepHbIit

- KpacuTenb LBET: XKENThbliA

Pactsoputens

KHonka «I'yck» Ha Kopnyce

Mogenb: UN201

KHorka «[lyck» Ha Kopnyce

Mogenb: UN209

3arnywka gna USB pa3béma, Ha Kopryce
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Mapka Ne08
Mapka Ne4002

ATuneH buc-cTeapamng
(EBS)
Ethylene Bis-Stearamide

Mapka Ne 69

Mapka Ne 1005
Mapka Ne 1001D

STuneH buc-cteapamug,
(EBS)
Ethylene Bis-Stearamide

Mapka Ne 69

Mapka Ne 6003
Mapka Ne 1005
Mapka Ne 06

ATnneH buc-cteapamunp
(EBS)
Ethylene Bis-Stearamide

Mapka Ne 69

Mapka Ne 5001, Ne 5101
Mapka Ne 1000#
Mapka Ne1005

ATnneH buc-cteapammg,
(EBS)
Ethylene Bis-Stearamide

Mnactuk ABC

Mapka AG15E1
- KpacuTenb LBET: 6€enblit
Mapka Ne 69, NeTC30

CunnkoHoBas pesnHa ZY-
860

CW/IMKOHOBBIN OpaHXXeBbl

KpacuTesb

CunukoHoBas pesnHa ZY-

870
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Mogenb: UN209

- KOHTENHEP ANA nekapcTaa

Macka nmuesas ins B3POC/0ro, Moaenb
UNZ204-B-03-01

Macka nuueBast Anst pebeHka, MoAe/b
UNZ204-B-06-01

KpbilLiKa CETYaTON NMacTUHbI, MOAE/Nb
UNZ204-B-04-01

KpbilLiKa CETYaTON NNacTuHbI, MOAE/b
L201-A-09-01

Keiic (CyMouKa) 41t XpaHeHUs 1 NepeHOCKn

TeKCTUNbHbIN LIHYP

MyHAWTYK, Mogens 1>XK204-B-05-01

MyHAawTyK, mogens UN201-A-10-01

CUWIMKOHOBBIA OpaHXXEBbII
KpacuTesb
MegauumHCcKaa cmona
LEXANTM HP4R

MeaNUMHCKNIA
MOSIMBUHWIXNIOPUA, CEpUM
Grand NP

MSArkuin MegULMHCKNI
NOIMBUHWUNX/TOPWA CEPUIA
NP

MeaLUUHCKIIA CUTMKOH
HCR5130-XY
HTV -5150-XY
MeNUMHCKWiA

MonuBnHMNXNopua

lNonuacTep
lNonuactep

MonuenHunxnopng CP21- KpaTkoBpeMeHHbIl

060930 - GZ. KOHTaKT C

Monunponunex HEMoBPEXAEHHOW

MOHONONNMEP KOXKel YenoBeka u ¢
HEMoBPeXeHHOA

CN3NCTO 06010UKOM
OpraHoB AbIXaTe/bHOM
cucTemsl (Hoc, por).

NHPOPMALINA O TMOPAAKE YCTAHOBKW, MOHTAXA, HACTPOWKW,
KAJIMBPOBKM W VHbIA  OEVNCTBUAX, HEOBXOAMMbIX ANA  BBOJAA
MEONLUNHCKOIO N3AESTP1A B SKCIJTYATALNIO

MOHTaX, Ka/IMOPOBKA U IEMOHTaX He NPUMEHVMDbI.

Moguhmkaums n3gennsa v NnpUMeHeHe He OPUrMHaIbHbLIX COCTaBHBIX YacTel He [0y CKaeTcs.

BHMUMAHWE! Bce paboTbl M0 TEXHUYECKOMY O6CNYXXMBaHWIO, PEMOHTY, Ae3VH(EKLMN 1
OYMCTKE OT NbINN Hebynai3epa NPOBOANTb, OTK/IHOUMB €0 OT 3MEKTPUYECKON CETM.

TexHn4eckoe 06CNy>KMBaHWe N PEMOHT OCYLLECTB/ISET YNOHOMOYEHHbIA MpeAcTaBUTeNb
NPON3BOANTENS U UL, 06YYEHHbIE YNOTHOMOYEHHbIM NPeACTaBUTENIEM NMPOU3BOAUTENS.

MpodurnakTUYeCKnin 0OCMOTP

Mepeq KaKabIM MCMOMb30BaHMEM [0 MOAKHOYEHMS NPOBEPSTb KOPMMAYC U MPUHAANEXHOCTM
Hebynai3epa Ha OTCYTCTBYE BUAVMbIX MOBPEXAEHNIA.

UncTKa u ae3anHpeKLms
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N3 coobpakeHWin ruUrveHbl HEOOXOAMMO OuMWaTh W Ae3UH(DUUMPOBATL WHIanaTop W
NPUHALIEXXHOCTM MOC/E KaX0ro 1CMO/b30BaHNS.

Hapy)XHble 1 BHYTPEHHME MOBEPXHOCTW, MyHALITYK (3ary6HMK) 1 nvueBas Macka LO/MKHbI
ObITb YCTONYMBBI K €3MH(EKLMOHHON 06paboTKe N06LIM M3 NepevncrieHHbIX CPeACTB Ae3VHPEKLNN:

- 3% pacTBOpPOM nepekncn Bogopoga ¢ pobasneHvem 0,5% wmotowlero cpegcrea (Tvna
«JloToC») unn 1% pacTBOPOM X/10paMUHa,;

- 70% cnnpT;

- 70% wn3onponaHon,

- 70% H- nponaHon;

- 2% rnyTapanbierua;

- 0,5% pacTBop runoxnopuTa HaTpus.

[e3H(peKUMo MyH/ALTYKa 1 MacoK NpoBOAMTL NMOMeLLeHneM ux Ha 5-10 MUHYT B OAUH 13
MepeyYmnCcieHHbIX Bbille pacTBOpPOB. Mocne Ae3nHMEKLM PEKOMEHAYETCA NPOMbITL TENIOW BOAOW

1 MpuHaaNeXHOCTU: OTCOEAMHUTE OT MHIaNATOpa MyHALITYK W MPUHALIEXHOCTU U NPOTpUTE
NX AE3NHPULUMPYIOLWINM PacTBOPOM W/IN MOMECTUTE B Ae3NHMULMPYIOLWNIA pacTBOP A4/1 3aMaqmBaHus.

2. VIHranaTop: BneliTe B KOHTEHEP 4/151 IeKapCTBa 6 M1 YNCTOM BOAbI U BKOUNUTE YCTPOMNCTBO
YIEPKMBasA KHOMKY BKIOYEHMS, YTOObI 3anyCTUTb NpoLeAypy aBTOMaTUYeCKON YACTKM NS yaaneHus
ocCTaTKa fIekapcTBa C CeTYaTon NNacTuHbI.

3. OuncTMTE YCTPOMUCTBO MArKUM, CYXMM N YACTBIM MOMOTEHLEM WU CANIDETKON.

4. MMocne MOMHOM OYMCTKM YCTaHOBWUTE OOPATHO KPbILLKY CETYaTOM MNNacTWHbl. XpaHuTe
YCTPOMCTBO M NPUHALNEXHOCTU B CYXOM NPOX/1afHOM MeCTe.

5. ins npofnieHns cpoka Cny>Kobl akkyMynsaTopa rnepesapsikalite YCTPONCTBO Yepes KaxkK/ible
[Ba MecsLa.

SAlMNPELLEHOQO!

1  YcraHaBnvBaTb W3fde/Me Ha MOBEPXHOCTb Kakoro-nmbo o6opyfoBaHus.  Mexay
3NIEKTPOHHbLIMU YCTPOMCTBAMW MOTYT BO3HUKHYTb 3/1EKTPOMarHUTHbIE UIN KakKue-1nbo MHbIe MOMEXK.

HeobxoamMmo cobnofate MHCTPYKLUMK, COAepXKalimecs B PYKOBOACTBaX MO 3KCMyaTaumm
060pya0BaHNsA, MCMO/Mb3YIOLLErocs BMECTE C W3AeNVeM, BO M36eXxaHWe BO3HWMKHOBEHWS OMAacHbIX
CUTyaums 13-3a HECOBMECTUMOCTMU.

2. Vcnonb3oBaHve [OMNOMHUTENbHLIX MPUHALIEXHOCTEN, YA/IMHUTENE 1 Kabenel, 3a
UCK/OYeHEM Kabesneid, NoCTaBNAeMbIX M3rOTOBUTENIEM U3LENNA, MOXET MPUBECTU K YBEIMYEHUIO
3NEKTPOMArHUTHON 3MUCCUN UM CHUXKEHWIO NMOMEXOYCTONYMBOCTN U3LENNS.

KPUTEPUIN HEMPUTOAHOCTWU MEONLMHCKOITO N3LESTNA O1A
NMPNMEHEHUNA

He6ynaiizep A0/MKEH 6bITb HEMEANEHHO BbIBEEH M3 3KCM/yaTaLun B CNedyHoLLyX CyYasx:
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Mpw BbISIBNEHUW NPefeibHbIX COCTOAHUM WUIN OTKA30B;

NPV HapyLUEHWUN LLeNOCTHOCTMK,

npv NoXape WAy Npu yrpose rnoxapa.

YCNOBUA SKCIMTYATALNN

Ycnosus skcnyatauum npu temnepatype ot +5°C o +40°C 1 0OTHOCUTENIbHOWN BNaXKHOCTU OT
15% po 93%.

Mocne TpaHCNOPTUPOBaHUA W (WM) XPaHEHUS B YCMOBUAX OTpULATENbHLIX Temnepartyp
HeOynalizep B TPaHCMOPTHON YyNakoBKe [O/MKHA OblTb BbLUepXaHa B HOPMa/lbHbIX KIMMATUYECKNX
YCNOBUAX HE MeHee 2 YacoB.

MogpobHas MH(opMauns 06 31eKTPOMarHUTHOW COBMECTUMOCT M MPOMEXOYCTOMUYMBOCTU
Hebynalizepa HaxoauTca B MpunoxkeHun 1

Mpn NpoBegeHUN 1 OLEHKe pe3ynbTaToB MPUMeHEHUM Hebynali3epa Mo HasHaYeHUO PUCKOB,
OKasbIBaIOLWWMX BNNSHME Ha Apyroe 060pyAoBaHMe He BbISB/IEHO.

Hebynait3zep 6e3onaceH Npy NPUMEHEHNM MO HA3HAYEHWUIO M NOKa3aHMsAM K MPUMEHEHMI0. He
AB/ISIETCA M0XKapo W B3PbIBOOMACHbLL.

YCNOoBUNA TPAHCIMNOPTUPOBKW n XPAHEHUA

Hebynalizep B ynakoBKe NpeAnpusTUS-U3roTOBUTENA MOXKET TPaHCMOPTUPOBATLCA H0OLIM
BMAOM 3aKPbITOr0 TPaHCMNOPTa, B COOTBETCTBUM C NpaBuIaMmn NepeBo3Ku rpy3os.

TpeboBaHWs K TPAHCNOPTUPOBaHMIO Hebynain3epa AOMKHbLI 0TBEYATh YCNOBUAM: TemnepaTypa
OKpyXatoLLlero sosgyxa o1 mMuHyc 10 °C pgo nnoc 45 °C, oTHOCUTENbHaA BNaXXHOCTb A0 95% npu
Temnepatype 35 °C.

YCnoBus XpaHeHusa - TeMnepaTtypa okpy»katoLero sosgyxa ot muHyc 10 °C go natoc 45 °C,
OTHOCUTE/IbHas BNaXKHOCTb A0 95% npu Temnepatype 35 °C.

Bo3ayx nomeLLeHNs He JO/MKEH COLepXXaTb NPUMECEN, BbI3bIBaKOLLMX KOPPO3WIO.

Hebynaitzep, ynakoBaHHbIA B MOTPEOUTENbCKYHD M TPAHCMOPTHYH YMAKOBKY, [AO/KEH
XPaHUTLCA [0 peain3aumy Ha CTennaax B YrnakoBKe U3roTOBUTENS.

MOPAALOK w YCNoBnAa  YTUINIALNN nnu YHNUTOXEHUNA
MEAVNUMNHCKOI O N3OETNA

YTUnmnsaumio Npor3BoAAT Nocne pasfenieHns Hebynainsepa Ha COCTaBHbIE YacTu.

YTuamsaymsa  MyHAWTYKa  (3aryOHWK) M MUeBbIX  MacoK  Mocie  MCMosib30BaHUs
OCYyLLeCTB/IieTCA B Nopsake, npegycmoTtpeHHom CaHlMnH 2.1.3684-21 ana otxofos Knacca b.

Kopnyc v ocTa/ibHble 3/1eMeHTbI Hebynainsepa ABASKTCA 3MMAEMNONIOTNYECK 6e30MacHbIMU
0TX04aMu, NPUBIVIKEHHLIMW MO COCTaBy K TBepAbIM ObITOBbIM OTX0gaM Knacca A no CaHlMuH
2.1.3684-21.

FTAPAHTVN 1 OTBETCTBEHHOCTb
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M3roToButenb rapaHTUpyeT COOTBETCTBME Hebynaisepa 3asBfeHHbIM TpeboBaHWAM Mpu
COOMOAEHNM YCIOBWIA 1 NPaBWN XPaHEHNs, TPAHCNOPTUPOBaHUS, MOHTaXa U 3KCnIyaTauuu.
"apaHTUIAHBIA CPOK 3KcnayaTaummn naenms - 15 mecsileB ¢ AaTbl NPOAAKMN.
"apaHTWIiHble 0653aTeNbCTBa - 12 MeCALEB C AaTbl MPOLAXKM.
CMBO/1bl, NCMNOJIb3YEMDbIE NP MAPKEPOBKE N3AENTNA
3HaK OnvcaHvie 3HaK OnwucaHve

JaTta 13rotoeneHvs He nonyckatb BO3AEACTBMSA COMIHEYHOIO
cBeTa

V3rotosuTesib He nonyckatb BO3AECTBMA BMaru

Ko napTuu I Xpyrkoe, 06paLLaTbCs OCTOPOXHO

|LoT

Paboyast vacTs TMNa BF BBepx

OcTopoXHO!

O6paTnTeCh K MHCTPYKLN MO
J MPUMEHEHVIO W K MHCTPYKLIMM MO
MPYMEHEHIIIO B 37IEKTPOHHOM BUfe

HaHeceHne MapK1pOBKM Ha MPUHaL/IEXXHOCTM HellenecoobpasHo, Heobxoammas MHpopMaLms
Ha NOTPebUTENbCKONM YMaKoBKe U B PYKOBOACTBE MO 3KCMlyaTaumu.

TpaHCMoOpTHas MapKMpPOBKA HAHOCUTCA HA YMakoBKY WU COAEPXUT  MHMOpMaLMIo
NOTPEOUTENBLCKOM MapKUPOBKU C [OMOSIHEHMEM KO/MYECTBA MOTPEOUTENbCKMX YMAaKOBOK, YCOBWUIA
TpaHcnopTupoBaHus, Hagnuncein «QTY: 50 PCS», «G.W: 10 KGS», «N.W: 9 KGS», «<MEAS; 58x30x33
CM», KOTOpble NepeBOAATCS Kak «KONMYecTBO: 50 ynakoBOK», «Macca 6pyTTo: 10 Kkunorpamm», «macca
HeTTO: 9 Kunorpamm», «pasmepbl: 58x30x33 caHTUMeTpOB». [OMNyCcKaeTCs BbINOAHATL MapKUPOBKY
TPaHCNOPTHOI YNaKOBKM MyTeM HaK/ienBaHWUs 6yMaXKHbIX SP/bIKOB.

Mpn HeO6XOAMMOCTH, AaHHbIE MOTYT HAHOCUTLCS Ha HECKO/bKMNX A3bIKaX.

MapkunpoBKa MNOTPebuTeNbCKOM ynakoBkn mogenn UN201  [ONOMAHWMTENbHO  COLEPXMUT
cnegytoLLme CUMBO/IbI:

CumBon OnwucaHune CumBon OnucaHuve
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Msrkasi macka BCTPOEHHbII akKyMynsiTop

OpHo HaxkaTue MapaHTns 12 mecAues

HW3Kunin ypoBeHb LIyma Tpu pexkuma paboTbl

ABTOMaTMYeCKas CaMmO0UNCTKA Hu3koe 3]'I€KTpOI'IOTp€6I'IeH ne

3apszka Yepes USB MWKpOMop1CTas TEXHOMOr s

npaAMoro pacrbineHnsa

20-MUHYTHbIN TaiMep
aBTOMaTM4eCKOi paboThbl

MapKknpoBka MNOTPeOUTENLCKOW YynakoBkM Mogenn UN209 A0NOAHWUTENILHO  COAEPXUT
CXeMaTMYECKYH0 MHCTPYKLMIO MO UCMONb30BaHMIO Hebynalisepa.

NP BO3HUMKHOBEHWW TMPETEH3MA MO KAUECTBY I/I3,£I,E}'II/II7I,
HEXXENATE/IbHbIX COBbITU UNA MHUMOEHTOB HAMPAB/TATb NH®OPMALIKO
Mo AOPECY:

OBLECTBO C OrPAHMYEHHOW OTBETCTBEHHOCTbLIO «MBME[» (OO0
«MBME/»)

AOPEC MECTA HAXOXAEHWA: 105077, r. Mocksa, BH.Tep.r. MyH/UMNanbHbIA OKpYyr
BoctouHoe V3maiinoso, yn 13-A Mapkosas, 4. 22, K. 4, KB. 42.

HOMEP TENE®POHA: +79250377714

AJIPEC 3NIEKTPOHHOW MOYTbI: mvmedcompany@yandex.ru
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MpnnoxxeHune
PyKoBOACTBO 1 AieknapaLumsa U3roToBUTeNs - 3IEKTPOMarHUTHas aM1uccus

Hebynaitzep Mesh a51eKTpOHHO-CETYATbINA C MPUHAAIEXHOCTAMM NpeaHa3HauaeTcst A4/ MPUMEHEHVS B
3M1EKTPOMArHATHOIA 06CTaHOBKe, OnpeaesieHHON Hbke. MoKynaTesto Wiv nob30BaTesto CriedyeT 06ecneunTb
ero np1MeHeH1e B YKasaHHOW 3/1eKTpoMarHUTHO 06CTaHOBKe

VcnbiTaHMe Ha

aneKTPOMarHuTHyt0o  CoOTBETCTBME SNeKTPOMarHMTHasi 06CTaHOBKA - YKa3aHs
3MUCCHIO

HeGyralizep Mesh a7ieKTpOHHO-CeTHATLIA C MPUHALIEKHOCTAMA
VCMO/b3YET PaaVio4aCTOTHYHO SHEPIMIO TOMBKO /1A
BbIMO/HEHWS BHYTPEHHMX (DYHKLWIA. YPOBEHb SMUCCUN

Fpynna 1 PA/MIOLACTOTHBIX MOMEX SIB/IRETCA HUSKVM 11 BEPOSTHO, He
MPVBEAET K HaPYLLIEHIAM (hyHKLIMOHPOBAHNS,
Payonomexyt ro CYICTIP Pacro/ioXXeHHOro BO/IM3M 3IEKTPOHHOO 060pYA0BaHIS.
1 HeGynaiisep Mesh 31eKTpoHHO-CeTuaTbIN ¢
MPVHAZNIEXHOCTSIMY, MPEAHA3HAYEH /1S CTOMb30BaHMS B
Knace B MOMELLIEHVSIX 151 GbITOBBIX LIl a Taloke B MOMELLIEHIAX,
HerocpeaCTBEHHO MOAK/KOYEHHBIX K HI3KOBOMLTHBIM
PaCTPEeNTENbHbBIM 3MIeKTPUUECKIM CETAM (37IeKTPUHUECKM
CETAM OBLLEro HasHaueHs)
["apMoH1yecKme
COCTaB/IOLME TOKA MO  He MpUMEHMO
M3K 61000-3-2

KonebaHus HanpskeHus 1
(ymkep no M3K 61000-3- He npumMeHnMo
3

PYKOBOACTBO U leKnapaLus U3roToBUTENS - MOMEXOYCTONUMBOCTb

«Hebyrnaiizep Mesh aneKTPOHHO-CETHATLI C MPVHALIXHOCTSIMY NPeAHA3HaYaeTCst 41 MPUMEHEHNS B
3MEKTPOMarHUTHOW 06CTaHOBKe, OMpeaenieHHON Hibke. MoKynaTestto U3aenms creayet 06ecneynTb ero
NPUMEHEHVEe B YKa3aHHOW 3/1eKTPOMarHUTHON 06CTaHOBKe

VcnbiTaHWe Ha NcnbiTaTenbHbIn

o YpoBeHb SNeKTpoMarH1THas 06CTaHOBKa -
MOMEXOYCTONYMBOCT  YPOBeHb NMo M3IK COOTBETCTRIS yKasaHus
b 60601
neKTpocTaTnyecKme 6 KB— 6 KB — [Mon B NoMeLLEHN 13 fiepeBa, 6eToHa W
paspsigbl (3CP) M0 KOHTaKTHbIM paspss KOHTaKTHbIVA Kepammnieckon nnTku. Mpu nosnax,
MB3K 61000-4-2 18 KB pa3pss MOKPbITbIX CUHTETUYECKM MaTEPUA/IOM,
8 kB—
. OTHOCUTE/bHAsA B/IXKHOCTL BO3AyXa - He
(FOCT 30804.4.2- BO3AYLUHbIA pa3pag, 8 KB— X
. meHee 30%
2013) BO3LYLLHbIN
paspAn
HaHocekyHaHble +2 KB nd nvHvin - +2 KB ans niHvin-- KaqecTBO 3/1EKTPUYECKON 3HEPrW B CETU B
VMMY/bCHbIE MOMEXN  3MEKTPOMUTaHUA  3/IEKTPOMUTaHNS  COOTBETCTBUM C TUMMYHLIMA YCIOBUAMM
no M3K 61000-4-4 KOMMEPYECKOW 1 6O/bHUYHON
(rOCT 30804.4.4- 006CTaHOBKM
2013)
MWKpoceKyHaHbIE +1 kB npn nogaye  *1 kB npun nogade  KauecTBO a/1EKTPUYECKOIA SHEPTv B

MMMY/bCHbIE NMOMEX MNMOMEX MO CXeme MNMOMEX Mo Cxeme 3/'|€KTpI/I‘-I€CKOI7I CETU cneayet obecneynTb B
«MpOBOA-MPOBOA»  «MPOBOA-MPOBOLA» COOTBETCTBMA C TUMNYHBbIMWA YCTOBUAMNA
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GO/bLLIO 3HEPrX MO
M3K 61000-4-5

(FOCT P 51317.4.5-
99)

MarHuTtHoe nore
NPOMbILLITEHHOM
yactotbl (50/60 ')
no M3K 61000-4-8
(TOCT P 50648-94)

[MpoBasibl
HanpsHKeHA,
KpaTKOBPEMEHHbIe
npepbIBaHUA 1
M3MeHeHMA

r HanpsXXeHna BO
BXOAHbIX JIMHUAX
ANEKTPONUTaHUA Mo
M3K 61000-4-11

(FOCT 30804.4.11-
2013)

+2 KB npu nogaye

+2 KB npu nogaye
MOMeX Mo Cxeme
«TPOBOA-3eM/IA»

romMex Mo cxeme
«MPOBO/I-3eM/IsH»

3AM 3AM
S%ut S %ur
(cnagpuT >95%)  (cmaguT >95%)

B Teuetve 05 B TeyeHve 0,5

neproza ' repvoga
40 % wnT (cnag

nT 60 %)

40%uT (CnaguT B TEUeHME 5
60 %) B TeUeHe Meproaios

5 neproaos

70%wnT (cnag

70%uT (cnaguT T 30 %)
30 %) B TeueHue B TeqeHue 25
25 Nepriofjos neproaos

<5%uT(cnagnuT <> %nT (crian
>05 %) BTeverme 5 MT>95%)8
C. TeuyeHue 5c¢.

KOMMEPYECKOIN M 60MbHYHOIA
006CTaHOBKM

YPOBHW MarH1THOro nosns
MPOMBILL/IEHHOM YacTOTbl CrieayeT
06ecrneynTb B COOTBETCTBUM C TUMNYHBIMM
YC/OBMSIMI KOMMEPUECKOI W
60/1bHNYHOI 06CTAHOBKM

KauecTBO 3/1eKTPUYECKOI 3HEPrn B CETU -
B COOTBETCTBUM C TUMMYHBLIMI YC/IOBUSIMM
KOMMEPYECKOI W 60/bHNYHOM
0OCTaHOBKM.

MpymeyaHwie - MH - ypoBEHb HaNPsHKeHUs MIEKTPYECKON CETW A0 MOMEHTa MofaYM UCTbITaTe/lbHOro

BO3ENCTBUSA.

KOHAYKTBHbIE
MoMEXW,

HaBeeHHbIe
PaaMo4aCTOTHLIMA
3M1eKTPOMarHUTHbLIMM
nonsvn no MoK

61000-4-6 (TOCTP
51317.4.6-99)

PagnoyactoTHoe
3MeKTPOMarHUTHoe
nosne no M3K 61000-
4-3 (MOCT
30804.4.3-2013)

3 B nonoce V1-3B
orT 150 kI
[0 80 My,

3 B/m B nonoce E1-3 B/m

oT 80 MI'y,
fo 251y,

PekoMeH0BaHHbIA NPOCTPAHCTBEHHBII
pasHoC

_ 35
d= v W

PeKOMeH[0BaHHbI MPOCTPAHCTBEHHbIN
pasHoC

_ 35
d= E P

I'oe P- makcvMaribHas BbIXO4Has MOLLHOCTL Mepegatyunka B Battax (BT) B COOTBETCTBUM CO
crieLnimKaLmMaMM MPOV3BOAMTESA, U PEKOMEHLOBAHHOE PacCTosHYE B MeTpax (M).
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d- pexkomeHayeMblli MPOCTPAHCTBEHHbIN Pa3HOC, M;

HanpsikeHHOCTb MO/ MY PacNPOCTPaHEHN PaAYoBO/H OT CTaUMIOHaPHbIX PaaVonepefaTYMKoB, no
pe3yrbTataM HabMKAEHWIA 3a 3MEKTPOMArHUTHO 06CTAHOBKOW, A0/MKHA ObITb HIDKE, YeM YPOBEHb
COOTBETCTBMA B K&XAOI NOOCe YacToT.

BrusiHYe MOMeX MOXKET METb MECTO BG/IM3Y 060py/I0BaHIAs, MapkuposaHHoro sHakom: (7))

a) HanpsbkeHHOCTb Nons NPy pacrpoCcTPaHeHUN PaAVIoBOMH OT CTaLMOHaPHbIX PaaMonepeaaTUMKOB, TaKX
Kak

6a30Bble CTaHLWM pafmnoTeNiethiOHHbIX CETe (COTOBLIX/OECMPOBOAHBIX), U HA3EMHbIX MOAB/KHBIX
PayOCTaHLMIA, NHOBUTENBCKIX paarocTaHLmiA, AM 1 FM paaumoBeLLiaTe/bHbIX NepesaTymKoB,
TENEBM3VOHHbIX NepPeaaTHMKOB He MOTyT ObITb OrpeeNieHbl PACHETHLIM MyTeM C JOCTATOYHOM TOUHOCTLHO.
L1151 3TOro [O/MKHbI ObITb OCYLLIECTB/IEHbI MPAKTUYECKVE U3MEPEHWS HAMPSXKEHHOCTM MO/IA.

Ecnv n3mepeHHble 3HaUYeHs B MeCTe Pa3MELLIEHVS U3AEMS NPEBbILLAKOT NPUMEHVMbIE YPOBHI COOTBETCTBUS,

CneflyeT NPOBOAWTL HAGNHOAEHS 3a PaBOTON M3AEMNS C LIENbHO NMPOBEPKY Ero HOPMAaIbHOrO
(hyHKLIMOHVPOBaHIS. EC/n B NpoLIEcce HAGMHOAEHUS! BbISBISETCS OTK/IOHEHWE OT HOPMAa/bHOTO
(hYHKLIVIOHVPOBaHWS, TO, BO3MOMHO,

H806X0,CI|I/IMO MPUHATL AOMOMHUTENBHbLIE MEPLI, TaKWE KaK NEPECPUEHTMNPOBKA WA NEPEMELLIEHNE N3AENNA.

b) 3a npefenamm YaCToTHOrO AnanasoHa ot 150 KMy, 4o 80 MI'u, cuna nons He fo/mkHa npesbiats (V1) B/w.

PekoMeHAyeMble 3HaUeHUSA MPOCTPAHCTBEHHOrO pasHoca MeXAy NopTaTUBHBLIMU M MOABUXHbBIMYU
pPafMoYacTOTHbBIMMK cpeacTBaMu CBS3W 1 Hebynalizepom Mesh 31eKTPOHHO-CETUATBIM C MPUHALIEXHOCTSIMM

HeGynalisep Mesh aneKTPOHHO-CETHATbIV C MPUHAANIEXHOCTSMM NPeAHA3HAYEH /1 MPUMEHEHMS! B
3MeKTPOMAarHUTHOI 06CTaHOBKE, MPW KOTOPOWA OCYLLIECTB/ISIETCS! KOHTPO/Tb YPOBHE M3/TyUaeMbIX MOMEX.
IMoKynaTe/b W NO/b30BaTE b U3AENNS MOXKET U3BEXKATb BMSHIAS 3M1IEKTPOMArHATHBIX MOMEX, 06eCreumB
MVHVMa/TbHbIA MPOCTPAHCTBEHHBIA Pa3HOC MeXKy NOPTATVMBHBIMA 11 NMOABVKHBIMIA PaaMOHaCTOTHLIMM
cpeacTBamu cesiavt (MepeaaTumkamin) 1 HeGynalisepom Mesh aneKTPOHHO-CETUaTBIM C MPUHA/IEXHOCTSMM,
KaK PEKOMEHYETCS HIDKE, C YUETOM MaKCUMA/IbHOW BbIXOAHOI MOLLIHOCTY CPE/CTB CBSI3U.

HomuHanbHasa makcumanbHas npOCTpaHCTBeHHbIIZ pas3HocC d,M, B3aBUCUMOCTHN OT 4aCTOThbI
BbIXOAHadA MOUWHOCTDb nepegaTyunka
repeAaTRIE d=1,2VP d=1,2VP d=2,3VP
PBT B nonoce ot 150 k', go 80 B nosoce or 80 4o 800 B nonoce ot 800
My MIy, MMy oo 251y,
0,01 0.12 0.12 0.23
01 0.38 0.37 0.73
12 12 2.3
10 3.7 3.7 74
100 15 115 23
MpumevaHna

1.Ha rpaHuuyax fmanasoHoB 4acToOT MPUMEHSAT 6onblWwee 3HayeHMUe HanpsAaXeHHOCTWN Nnons.

2. MprBeaeHHbIE BbIPaXKEHVS NPUMEHNMbI He BO BCEX Crly4asix. Ha pacnpocTpaHeHue 3n1eKTpoMarHUTHBIX
BO/TH B/MSIET MOI/IOLLEHME WM OTPaXEHWE OT KOHCTPYKLMIA, OOLEKTOB W SIKOMENA.

3.Mpu onpegeneHnn pekoMeHyeMbIX 3HAYEHMIA MPOCTPAHCTBEHHOIO pasHoca d 415 NepeaaTymKoB C
HOMUWH&/THON MakCUMasTbHOM BbIXOAHOM MOLLHOCTbIO, He YKa3aHHOM B Tabnmue, B NpuBELEHHbIE
BbIPXXEHWSA NOACTAB/SHOT HOMUHA/IBHYHO MaKCMasTbHYHO BbIXOAHYH MOLLHOCTL P B BaTTax, yKasaHHYy0 B
[OKYMEHTALWIN M3rOTOBUTESA NepefaTymKa.
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MpunoxeHwe 2

MepeyeHb NPUMEHSIEMbIX NMPOU3BOAUTENEM (M3rOTOBUTENEM) MEAULMHCKOTO M3eNunsi HaLuMoHa/IbHbIX CTaH4apToB

FOCT ISO 13485-2017 (EN 1SO 13485:2016) M3gennsa meguumHcKkme, CUCTeMbl MeHeXKMeHTa KadecTBa. TpeboBaHMs /1A
Lienein perynmMpoBaHus.

FOCT ISO 14971-2021 (1SO 14971:2019) V3genusa megnumHcKme - MNprMeHeHNe MeHeMKMEHTa pyUcKa K MeANUUHCKM
N30eNINSM.

MOCT P M3K 60601-1-2022 M3gennsa megnumHCKme anekTpuyeckme. Yactb 1. O6uwime TpeboBaHMSA 6€30MacHOCTU C
YUYETOM OCHOBHbIX (DYHKLIMOHA/TbHbIX XapaKTepUCTUK.

MOCT P M3OK 60601-1-2-2014 M3penns meamumHeKme anekTpudeckme. Yactb 1-2. O6ume Tpe6oBaHMSA 6e30NacHOCTM C
YYETOM OCHOBHbIX (DYHKLMOHa/IbHbIX XapaKTepucTuK. [MapannenbHblii cTaH4apT. OMeKTpoMarHUTHas COBMECTMMOCTb.
TpeboBaHWUA U UCTIbITAHUS.

FOCT P M3K 60601-1-6-2014 W3gennsa meanUMHCKME aneKTpuyeckue. Yactb 1-6. O6wipme Tpe6oBaHUst 6e3onacHoOCTu ¢
YUYETOM OCHOBHbIX (DYHKLUMOHA/bHbBIX XapaKTepUCTMK. [oNofHUTENbHbIV cTaHAapT. JKcnnyaTaunoHHas npurogHoCTb.
FOCT P M3K 62366-1-2023 W3genns MeguumHCKue. YacTb 1 poeKTMpoBaHWe MeMLIMHCKUX W3eNUiA C y4YeToM
3KCryaTauyioHHOM NPUrogHOCT.

MOCT P WNCO 15223-1-2023 W3pgenuss megmumHckue. CUMBOSbI, MPUMEHSIEMble /19 Mepefaydn  WHgopmaumm,
NpeaocTaB/IsieMo U3rotoBuTesieM. YacTb 1. OCHOBHble Tpe6oBaHus.

FOCT ISO 10993-1-2021 W3genus meguumnHckme. OueHKa 61M0M0rMyecKoro AeicTBUS MeSULMHCKMX m3genunii. Yactb L1
OugeHKa 1 1ccnefoBaHNsa B NPoLecce MeHeDKMEHTa PUCKa.

FOCT ISO 10993-5-2023 U3gennsa meanuuHcKue. OueHKa 6M0/10rMyeckoro AeicTBUS MeAULUHCKMX m3genuii. YacTb 5.
ViccnenoBaHms Ha LUTOTOKCUYHOCTb METo4aMM in Vitro.

MOCT 1SO 10993-10-2023 M3genna meguumuHckme. OueHKa 6M010rMYecKoro AencTBUS MeAULMHCKUX WU3LeNWiA.
YacTb 10. MccnefoBaHms CEHCUOUNN3NPYIOLLETO AENCTBUS.

MOCT P 50444-2020 MprbopbI, annapatbl 1 060pyA0BaHME MeanULMHCKIME. ObLme TEXHUYECKUE YCOBUSI.

MOCT P 52770-2023 M3genma megmumHcekmne. Cuctema OUEHKM 61MoNornyeckoro geinctems. O6Lime TpeboBaHWUS
6e3onacHocTW.

MOCT 24297-2013 Beputmkaupmsi 3akynieHHoM npogyKumm. OpraHmsaums NpoBeaeHNst 1 MeTOAbl KOHTPONS.

MOCT 31508-2012 M3genua  mepuumHekre.  Knaccugmkaumss B 3aBUCMMOCTM  OT  MOTEHUMaIBHOTO  puUcka

npumveHeHns. ObLme TpeboBaHKS.

Mpukaza MuHzgpasa Poccum oT 06.06.2012 r. Ne 4HO6 yTBEpPXAEHUN HOMEHKNATYpPHOW KnaccumKaumm MegULMHCKMX
N3aenniA.

CaHllvH 2.1.3684-21 CaHnTapHO-3MNAEMMONOTMYECKe TPebOBaHUS K COAEPXKaHWUIO TeppuTOpUiA  TOPOACKMX W
CefIbCKUX MOCENEHUM, K BOAHbIM OObeKTaM, MUTLEBOW BOAE W MUTLEBOMY BOAOCHAOXEHWIO, aTMOCHEPHOMY BO3AYXY,
noyBaM, >KWibIM MOMELLEHNSAM, 3KCMyaTaumm MPOU3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWUA, OpraHu3aumMm u
NPOBEAEHWIO CAHUTaPHO-MPOTUBO3NUAEMUYECKIMX (MPODMNAKTNYECKNX) MEPONPUSATUIA.

MepeBoA C KUTAWCKOTO U aHIMIACKOTO A3bIKOB HA PYCCKWIA f3bIK BbIMOMHEH MHO, nepeBoguynkom CynTaHOBOIA
Papg>kaHoin AiiBa3oBHOM
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Poccuiickas ®epepayms
Mopog KasaHb Pecny6sinku TaTapcTaH
[BajLaTb BOCbLMOro aBrycra fjBe TbIiCA4YM ABajLaTb YeTBEPTOro roga

A, KopHuk AHHa KOpbeBHa, BPEMEHHO MUCMOMHAKOLLAA 0653aHHOCTM HoTapuyca KasaHcKoro
HOTapunanbHOro okpyra Pecny6nvmku TaTtapctaH AK6epoBoi Jleinn XapucoBHbI, CBUAETENbCTBYHO
NOAJIMHHOCTL NognucK nepesofunka CyntaHoBo PagkaHbl AiBa30BHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL NOANMCABLLErO JOKYMEHT YCTaHOB/IEHa.

3aperucTpupo Ne 16/189-H/16-2024- ~  -J
Ynnaue puansHoro genctams: 670 py6. 00 kor.
A.HO.KopHukK

BCEro TrPOLUHYPOBAHO,
NMPOHYMEPOBAHO

M CKPEMMNEHO MEY/

Bpwuo HoTap™yc/ A

KoulbloTues cvcTena kenpecc’

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



