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1 Product name

Medical Compressor Inhaler with accessories (hereinafter - the product) in the following
versions:A500LWO00, A500LWO01, A500LWO02, A500LWO03, A500LWO04. A500LWO05,

A500LWO06, A500LW07, A500LW08, A500LW09, A500LW10, A500LW11, A500LW12,
I A500LW13.
Manufacturer: Shenzhen Aeon Technology Co., Ltd., China.

Manufacturer Address: RM6HO02, Block 27-29,
Tianxia IC Industrial Park, Majialong
Yiyuan road, Nanshan District,
Shenzhen,
PEOPLE'S REPUBLIC OF CHINA
Phone: 0086-755-26509160
Fax: 0086-755-86182141
Place of Manufacture: ~ Shenzhen Aeon Technology Co., Ltd. Bao’an Branch.
A301, Building A, No. 5003, Bao'an Avenue, Bao’an District,
518126 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

The design, manufacture and sale of the product complies with the requirements of 1SO

13485:2016:

Certificate Number: Q5 073767 0015 RCV.03

Issue Date: 08.04.2024

Expiration Date: 09.08/2026

Notified Body: 'I'UV SUD product service GmbH

The product is CE marked:
Certificate Number: G1 17 03 73767 010

Issue Date: 17.08.2017
Expiration Date: 02.02.2019
Notified Body: TUV StID product service GmbH

Code of the All-Russian Classifier of Products by Economic Activities

OK 034-2014: 26.60.13.110
Class, depending on the degree of potential risk of medical use in

accordance with the nomenclator classifier of medical devices 22

approved by the order of the Ministry of Health of the Russian

Federation of June 6, 2012 No. 4n:

Classification of the product in accordance with the nomenclator

classifier of medical products approved by the order of the Ministry of 213220
Health of the Russian Federation of June 6, 2012 No. 4n:

Type of contact with the body: short-term contact with intact skin and mucous membranes.
Conditions of use: intended for use in hospitals for outpatient cai*e, in clinics, for private use.
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Purpose of the product: the product is intended for production of medicinal aerosols and
subsequent inlialation by patients with respiratory system disorders.

I 2 Product Features
2.1 Principle of operation of the product

The compressor of the inhaler creates an excessive air pressure, which through the air tube
enters a nebulizer bottle with a liquid drug. The drug delivered through the drug channel (see
Figure 2.1) is mixed with the compressed air pumped by the compressor. The drug, when
mixed with compressed air, is converted to a fine aerosol and directed upwards, where it is
broken into several even smaller aerosol particles by means ofa deflector. Through the nozzle
nebulizer bottle, the aerosol is inhaled by the patient and settles in the airways and lungs.

compressed air

Fig. 2.1 Principle of operation of a nebulizer camera

2.2 Appearance of the product compressor
Figures 2.2 - 2.15 show the compressor versions for different versions of the product.
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Fig. 2.2External view of the compressor of the product version A500LW00

/Switch
I liter cover

Compressor
conhector

Fig. 2.3External view of the compressor of the product version A500LW01

Fig. 2.4External view of the compressor of the product®crsion ASQOLWQ2

Fig. 2.5Exlemal view of the compressor ofthe product version A500LW03
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Fig. 2.6Exlemal view of the compressor of the product version A500LW04
NOTE - For the compressor of the product version A500LWO04, the filter cover, switch, air
tube connector is located under the compressor cover and correspond to the compressor
model of the product version A500LW02

NCompresso: .
connector Switch
Fig. 2.7External view of the compressor of the product version A500LWO05

Fig. 2.8External view of the compressor of the product version A500LW 06
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Fig. 2.9Extcmal view of the compressor of the product version A500LWQ07
NOTE - The switch is located on tlie back of tltc compressor with respect to the filter cover.

Fig. 2.10Extemal view ofthe compressor of the product version A500LW08

lr

.Compressor collnée
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Fig, 2.11 External view of the compressor of the product version A500LW09
Note - The filter cover is located on the back side of the compressor.

Switch ter eo>'er

Fig. 2.12Extemal view of the compressor of the product version A500LW10

* 4

Switch

rer cover
Compressor colduector

Puc. 2.13 BHeLlUHWiA Hug, KOMMpeccopa 13fiena BapnaHTa UCMONHEHNA A50QLW11

N-Cotpcor
connector”®
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Puc. 2.14 BHeLLHWA BMA KOMIPeccopa u3aenms BapnaHTa ncnonHeHms A500LwW12
c

Compressor

Fig. 2.15External view of ihe compressor of the product version A500LW13
NOTE - The switch is located on the side

2.3 Schematic representation of the product

Figures 2.16-2.29 show schematic images of compressors for various versions of the product.
m 4

Fig. 2.16 Compressor layout in the product version A5S00LWO00
1 - the upper part of the body; 2 - the bottom part of the case; 3 - the engine; 4 - the filter
cover; 5 - the switch; 6 - power cable; 7 - the support ofengine; 8 - the foot ofthe compressor;
9 - the screw.

Fig. 2.17 Compressor diagram of product version A500LWO01
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1 - the upper part of the body; 2 - the filter cover; 3 - cover; 4 - power cable; 5 - the engine;
6 - the bottom part of the case; 7 - the foot of the compressor; 8 - the screw; 9 - the switch;
10 - engine support.

Fig. 2.18 Compressor diagram in the product version A500LW02
1- the upper part of the body; 2 - cover; 3 - the bottom part of the case; 4 - the engine; 5 - the
switch; 6 - the filter cover; 7 - power cable; 8 - engine support; 9 - the screw; 10 - the foot of
the compressor.

Fig. 2.19 Compressor layout in the product version A500LWO03
1 - the upper part of the body; 2 - the bottom part of the case; 3 - the engine; 4 - the switch;
5 - the filter cover; 6 - power cable; 7 - the screw; 8 - the foot of the compressor.
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Fig. 2.20 Compressor layout in the product version A500LW04
1- the upper part of the body; 2 - the bottom part of the case; 3, 4, 5 - the component parts
of the cover; 6 - the engine; 7 - the switch; 8 - the filter cover; 9 - power cable; 10 - engine
support; 11 - the screw; 12 - the foot of the compressor.

Fig. 2.21. Compressor circuit in the product version A500LWO05
1 - back of the case; 2,3 - front part of the hull; 4 - the engine; 5 - the switch: 6 - the filter
cover; 7 - power cable; 8 - engine support.

Fig. 2.22 Compressor layout in the product version A500LWO06
1- the upper part of the body; 2 - the bottom part of the case; 3 - cover; 4 - the engine; 5 - the
switch; 6 - the filter cover; 7 - power cable; 8 - engine support; 9 - the screw; 10 - the foot of
the compressor.

Fig. 2.23. Compressor layout in the product version A500LW07
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1- front pari of the body; 2 - back of the case; 3 - the engine; 4 - insertion of an air tube; 5 -
the filter cover; 6-switch; 7 - power cable; 8 - engine support; 9 - the foot of the compressor.

Fig. 2.24 Compressor circuit in the product version A500LW08
1- front part of the body; 2 - back of the case; 3 - the engine; 4 - the filter cover; 5 - the
switch; 6 - power cable; 7 - a support of the engine; 8 - the foot ofthe compressor.

Fig. 2.25 Compressor layout in the product version A500LW09
front of the body; 2 - back of the case; 3 - the engine; 4 - the switch; 5 - the filter cover;

Fig. 2.26 Compressor layout in the product version A500LW10
1- front of the body; 2 - back of the case; 3 - the engine; 4 - the bottom part of the case; 5
the filter cover. 6 - the switch; 7 - power cable; 8 - the foot of the compressor, 9 - the
caliper of the engine.
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Fig. 2.27 Compressor circuit in the product version A500LW11
1- front part of the body; 2 - back of the case; 3 - the engine; 4 - the filter cover; 5 - power
cable; 6 - engine support; 7 - the foot of the compressor.

Fig. 2.28 Compressor circuit in the product version A500LW12
| - front part of the body; 2 - back of the case; 3 - the engine; 4 - the filter cover; 5 - the
switch; 6 - power cable; 7 - a support of the engine; 8 - the foot of the compressor.

Fig. 2.29 Compressor layout in the product version AS00LW13
1- front part of the body; 2 - back of the case; 3 - the engine; 4 - the switch; 5 - the filter
cover; 6 - power cable; 7 - a support of the engine; 8 - the foot of the compressor.
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2.4 Materials contacting a person

Human contact materials are summarized in Table 2.1.
Table 2.1 Human contact materials

Type of contact with

Materials used in the manufacture
the body

Upper and lower part of the compressor housing:

- For inhaler model A5QOLWOO, A500LWO01, A500LWO06

ABS plastic (grade 765A) powder coated white (W-2753);

- For inhaler model A500LW04

ABS plastic (grade 765A) powder-coated in white (W-2753) and

blue (B-2710);

- For inhaler model A500LW02, A500LW03

ABS plastic (grade 765A) with white (W-2753) and gray (Gr-

2770) powder-polymer coaling;

Housing (back and front of the housing):

- For inhaler model A500LWO05

ABS plastic (grade 765A) powder-coated white (W-2753), black

(BI-2722), yellow (Y-2736);

- For inhaler model A500LWO07

ABS plastic (grade 765A) with powder-polymer coating in white

(W-2753), black (Bi-2722), purple (Pu-2788);

- For inhaler model A500LW08, A500LW13

ABS plastic (grade 765A) powder-coated in white (W-2753); Short-tenn  contact
- For inhaler model A500LWO09 with intact skin

ABS plastic (grade 765A) powder coated black (BI-2722), yellow

(Y-2736);

- For inhaler model A500LW10

ABS plastic (grade 765A) powder-coaled white (W-2753), black

(Bi-2722), blue (B-2710);

- For inhaler model A500LW11

ABS plastic (grade 765A) powder-coated white (W-2753), black

(BI-2722), pink (P-2719);

- For inhaler model A500LWI2

ABS plastic (grade 765J1) powder-coated white (W-2753), black

(BI-2722).
Compressor cover:
For the inhaler model A500LWO01, A500LW02, A500LW04,
A500LWO06

Polyurethane (CAS # 9009-54-5) with the addition of P3EI9 dye
of blue color (B-2577).
Compressor switch:

- For models of the inhaler A500LWO00, A500LWO01,

A500LW02, A500LW03, A500L W04, A500LWO06, AS00LW13

nylon (CAS # 25038-54-4) mark nylon-43 61C- 3 dye green color Short-term  contact
(Gr-2779); with intact skin

- For models of the inhaler A500LWO05, A500LWO07,

A500LW08, A500LW09, A500LW10, A5S00LW11, A500LWi2

models
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nylon (CAS # 25038-54-4) mark nylon-43 61C-3 dye red (R-
2728).

Compressor filter cover:

- For inhaler models A500LWO00, A500LWO01, A500LWO02,
A500LWO03, A500LW04, A500LW06, A500LW08, A500LW13
ABS plastic (grade 765A) with a powder-white polymer coating
(W-2753);

- For inhaler models A500LWO07, A500LW09, A500LW12
plastic ABS (grade 765A) with the application of powder-polymer
coating in black (BI-2722);

- For models of inhaler A500LW10, A500LW11 plastic ABS
(grade 765A) with application of powder-polymer coating of
yellow color (Y-2736);

- For the A500LWO05 inhaler model

plastic ABS (mark 765A) with application of a powder-polymer
coating of red color (R-2728).

For all versions of the product

Power Cable: Polyvinyl chloride (CAS # 9002-86-2), mark
PVC167/59

Feet: Rubber (Reel 698YH)

Mask for inhalation adult, mask for inhalation for children:
Polyvinyl chloride (CAS # 9002-86-2) with the addition of
4PV C230 dye green color (SP 202)

Nozzle for inhalation through the oral cavity (adult):
Polypropylene (CAS # 9003-07-0) mark 14PP / 46

Air tube: Polyvinyl chloride (CAS 9002-86-2) mark 4PVVC230

Nebulizer bottle: Polypropylene (CAS # 9003-07-0) mark 32PP
/ 37, polypropylene (CAS # 9003-07-0) mark 32PP / 37 with the
addition of green dye (SP 202)

Filter: Polypropylene (CAS ii 9003-07-0) mark 10PP63

Nozzle for inhalation through the oral cavity (child):
Polypropylene (CAS # 9003-07-0) mark 14PP / 46, Polypropylene
(CAS # 9003-07-0) mark 14PP / 46, with the addition of a dye of
blue color (B-2577)

Nozzle for inhalation through the nasal cavity: Polypropylene
(CAS # 9003-07-0) mark 14PP/46

Bag: Polyester (CAS # 113669-97-9) mark PE-11-738

2.5 Product Features
Technical characteristics of the product are given in Table 2.2:

Table 2.2 Basic technical characteristics of the product of all models

Parameter name

Energy consumption
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Short-term  contact
with intact skin

Short-term  contact
with intact skin and
mucous membrane

Short-term  contact
with intact skin

Short-term  contact
with intact skin and
mucous membrane

Short-term  contact
with intact skin

Value

100 V (60 Hz) / 120V (60 Hz) / 230 VV
(50 Hz)/220 V (60 Hz)



Power, W 180

Noise level, dB =55
Compressor pressure, kPa 200-360
r Working pressure, kPa 70-120
Flow range, 1/ min 5-8
Operating temperature range, 'C 10-40
Operating humidity range,% 10-90
The capacity ofthe drug container, ml (£ 5%) 6
Residual volume of drug, ml 1.0-1.4
The particle size of the aerosol, pm 0.5-10
The average aerodynamic particle size of the 13-15

aerosol (MMAD), pm

Spraying speed, ml / min >0.2 (2% saline solution)

Tabic 2.3 Overall dimensions of the product compressors

Product Model Compress?]re ?Iérr:lt)anrs];crﬁs{ i(lg(r:/(g);)th [ width / e i(g:ﬁ?ﬁgeiiog%)
A500LWO00 176x156x88 1.26
A500LWO01 180x98x298 17
A500LWO02 290x182x107 L7
A500LWO03 190x160x90 14
A500LW04 300x190x90 17
A500LWO05 178x120x234 15
A500LWO06 300x180x115 18
A500LWO7 194x176x126 15
A500LWO08 188x106x188 13
A500LW09 185x110x180 15
A500LW10 172x136x184 15
A500LW11 172x154x236 15
A500LW12 185x120x232 15
A500LW13 180x110x135 15
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Classification in accordance with GOST R IEC 60601-1:

- Protection against electric shock: Il class (powered from an external source);

- Working part: Type BF;

Degree of protection against dangerous ingress of water or solid particles: 1P21.

Class to which the product belongs according to IEC 61000-3-2 (harmonic current

I components): Class A.
Operating time of the product: continuous (in case of overheating, a fuse is triggered).
Operating mode: constant,
- Power cord length: 170 cm (x5%), power cord (built-in); SPT-2 18#/2C;
- The product may not be used in conjunction with equipment powered by high-voltage
mains. X-ray irradiation, radiotherapy, physiotherapy or other high-voltage equipment.
- The product requires special measures to ensure electromagnetic compatibility and must
be installed and commissioned in accordance with the EMC-relatcd information in the
operating instructions.
- The use of mobile radio frequency communications may have an impact on the product.
- The use of transducers and cables from other than the product manufacturer may result
in increased electromagnetic emission or reduced immunity of the product.
- Normative document for measuring radio interference GOST R IEC 60601-1-2, GOST
30805,14.1.
For electromagnetic compatibility, see section 14.

Table 2.4 Characteristics of components
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:I

Mask for inhalation
(adult)

Mask for inlialation
(for child)

Nozzle for
inhalation through
the oral cavity
(adult)

Nozzle for
inhalation through
the oral cavity
(nursery)
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Size of mask:
110 < H < 125 mm

J oo
Internal  diameter of the
connector: 18,2+ 0,4 mm;
Overall dimensions (length /
width/height): (130/80/65) + 7
mm;
Weight: 27 2g
Size of mask:
80< H < 95mm

Internal  diameter of the
connector: 18,2 +£ 0,4 mm;
Overall dimensions (length /
width / height): (100/60/55) + 7
mm;

Weight: 19i: 2 g

Internal  diameter of the
connector: 18,0+ 0,25 mm;
L=32+1mm H=115%+1
mm;

Overall dimensions (length /
width / height): (72 +5) /(32 +
1)/(30+5);

Weight: 43+ 0.3 g

Internal  diameter of the
connector: 18,0dt 0,25 mm;
Width L: 53.5 + 1.0;

Length S: 87.5% 1.0

Weight: 8+ 1g

Consists of; 1 - nipples, 2 -
connector.



Air tube

5

Filter
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Accessories

Length: 205 + 15 mm;

External diameter of the tube: 6
+ 0.2 mm;

Internal  diameter of the
connector: 7+ 0,3 mm;

Internal taper of the connector;
l: 2;

Maximum external diameter of
the connector: 12.5 + 0.3 mm;
Weight: 44+ \ g

Height: 10 £ 0.3 mm;

Diameter: 14,5+ 0,3 mm;
Weight: less than 19

Product Filter Model
A500LWO05

Length: L - 27.5 £ 1.0 mm;
Width: 11 = 15.0+ 1.0 mm;
Height: 15+ 1.0 mm;
h=6.0+ LOmm;

Weight: less than 19



Nozzle for Outer diameter: d = 7.0 + 0.2;

inlialation tlii*ough Length: L= 10,0 £ 0,5 mm;

the nasal cavity Internal  diameter of the
connector: 18,0+ 0,25 mm;
Dimensions:

Length: 65.0 £ 1.0 mm;
Width: 23.5+ 1.Omm

height (corresponds to the
maximum external diameter):
21.0 £ 1.0 mm

Weight: 3.2£05¢g

Overall dimensions (length /
width / height): (205/95/160)
10 mm

Weight: 170+3g

3 Compliance with the standards of the Russian Federation

GOST R 50444-92. “Devices, apparatus and equipment medical. General technical
conditions”.
GOST R MEC 62366-2013. “Medical devices. Design of medical devices with regard to

serviceability”.

GOST ISO 15223-1-2014. “Medical devices. Symbols used in marking on medical devices,
labels and accompanying documentation. Pari 1 Basic requirements.”

GOST R IEC 60601-1-6-2014. "Medical products. Part 1-6. General safety requirements,
taking into account the main functional characteristics. Additional standard. Operational
fitness”

GOST R IEC 60601-1-2010. "Medical electrical products. Part L General safety
requirements taking into account the main functional characteristics ".

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

GOST 30805.14.1-2013, "The compatibility of technical equipment is electromagnetic.
Household appliances, electrical tools and similar devices. Radio interference industrial.
Norms and measurement methods *.

GOST 31814-2012. "Conformity assessment. General rules for sampling for product testing
with confirmation of compliance.

GOST 31214-2016. "Medical products. Requirements for samples and documentation
provided for toxicological, sanitary and chemical tests, tests for sterility and pyrogenicity. "
GOST R 52770-2016. "Medical products. Safely requirements. Methods of Sanitary and
Chemical and Toxicological Testing."
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GOST I1SO 10993-1-2011. "Medical products. Evaluation of biological effects of medical
devices. Part 1 Evaluation and Research.”

GOST R I1SO 10993-2-2009. "Medical products. Evaluation of biological effects of medical
devices. Part 2. Requirements for the treatment of animals.”

GOST ISO 10993-5-2011. "Medical products. Evaluation of biological effects of medical
devices. Part 5. Research on cytotoxicity: in vitro methods."”

GOST ISO 10993-10-2011. "Medical products. Evaluation of biological effects of medical
devices. Part 10. Studies of irritant and sensitizing effects.”

GOST 1SO 10993-12-2015 "Medical products. Evaluation of biological effects of medical
devices. Part 12. Preparation of samples and control samples.”

GOST 31209-2003 "Containers for blood and its components. Requirements for chemical
and biological safely and lest methods."

MUK 4.1.991-00 "Methods for performing measurements of the mass fraction of copper and
zinc in food products and food raw materials using the method of electrothermal atomic
absorption spectrometry.”

MUK 4.1.986-00 "Method for performing measurements of the mass fraction of lead and
cadmium in food products and food raw materials using the method of electrothermal atomic

absorption speciromcliy"'.

GOST 31870-2012 "Drinking water. Determination of the content of elements by atomic
spectrometry methods "

MUK 4.1.653-96 "Methodical instructions for the reaction chromatographic determination
of formaldehyde in water".

MUK 4.1.3166-14 "Gas chromatography determination of hexane, heptane, acetaldehyde,
acetone, methyl acetate, ethyl acetate, methanol, isopropanol, acrylonitrile, n-propanol, n-
propyl acetate, butyl acetate, isobutaiiol, n-butanol, benzene, toluene, ethylbenzene, m o-
and p-xylenes, isopropylbenzene, styrene, a-mcthylstyrcne in water and water extracts from
materials of different composition ".

MUK 4.1.1957-05. Gas chromatography determination of vinyl chloride and acetaldehyde
in atmospheric air.

MU 2222-80 "Methodological instructions for gas chromatographic determination of dibuty!l
phlhalale and dioctyl phlhalale in air".

MUK 4.1.3086-13 Gas chromatographic determination of hexamethylcncdiamine in
aqueous extracts of polymeric materials used in the food industry

MU 4077-86 "Methodological instructions for the sanitary and chemical research of
rubbers and products made of them intended for contact with food".

MUK 4.1.1923-04 Measurement of mass concentrations of amidodianilin methane
(diphenylguanidine) in the air of the working zone by high-performance liquid
chromatography.

GOST 19816,3-89 "Synthetic rubbers. Methods for determination of the weight fraction of
phenyl-B-naphthylamine (naphtham-2)"

4  Supply package

The product in versions A500LWO00, A500LW01, A500LW02, A500LW03, A500LW04,
A500LW05, A500LW06, A500LWO07, A500LW08, A500LW09, A500LW10, A500LW11,
A500LW12, A500LW13 is supplied as a set:

- the compressor;

- nebulizer;
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- the air tube;

- Mask for inhalation (adult, child) - no more than 2 pcs

- nozzle for inhalation through the oral cavity (adult, nursery) - no more than 2 pcs
- filter - no more than 5 pcs

- manual,

accessories;

- nozzle for inhalation through the nasal cavity;

- a bag.

5 Transportation, storage, operation

Transportation and storage conditions:

- temperature range; from - 25 °C to 70 °C;

- Humidity range; from 10% to 95% ofthe RH;

- atmospheric pressure; from 86 kPa to 106 kPa.
Terms of Use;

- temperature range: from 10 °Cto 40 °C;

- Humidity range: from 10% to 90% r.w.

- atmospheric pressure; from 86 kPa to 106 kPa.

6 General indications, contraindications, side cfTccts

6.1 Indications for use

The device is designed to treat: bronchial asthma, chronic bronchitis, pneumonia, chronic
obstructive pulmonary disease, rhinitis, chronic pharyngitis, tonsillitis, laryngitis, cold and
cough.

6.2 Contraindications

Emphysema of the lungs, the presence of allergic reactions to medicines for inhalation.

6.3 Side effects
Has no side effects.

7  Precautions, use of the product

Note: Read the instruction manual carefully before using the inhaler.

When using electrical equipment, the following basic precautions should be observed:
Caution: Failure to follow all safety precautions may result in personal injury or equipment
damage.

Note:
- To reduce the risk of electric shock;
- keep product away from water;
- Do not immerse the power cord or product in liquid;
- do not use the product during water procedures;
- do not touch the product caught in the water, and immediately disconnect its power;
- never use the product if it has damaged parts (including the power cable);
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- the product should not be used in an environment where flammable gases, oxygen or
aerosol dispensers are present;
- Before cleaning, filling and after each use, turn off the power of the device;
- Do not use attachmci. ” not recommended by the manufacturer.
Instructions for use:
- use the power supply and sockets corresponding to the product model;
- do not use the product that has damaged the cable or plug, or if it has fallen or somehow
got into the water;

- If there are any problems, immediately stop using the product until it has been repaired.

Operation of the product;
Note: Before starling work, all necessary parts of the product must be thoroughly cleaned.
- place the product on a flat and stable surface. Make sure that all buttons on the product
are within range when you arc sitting;
Important: Before use. the product must be thoroughly cleaned in accordance with the
instructions in the section "Cleaning and disinfection information".
- gently turn the top of the nebulizer bottle counterclockwise to disassemble it;
- fill the lower part of the nebulizer bottle with the medicine prescribed by the doctor.
Ensure that the bumper is installed inside the lower section;
- Carefully turn the upper part clockwise to assemble the nebulizer bottle. Make sure that
the parts ofthe spray gun arc connected well;
- Attach one end of the air tube to the entrance of the nebulizer bottle;
- Attach the other end ofthe air tube to the connector located in the front ofthe compressor;
- attach a nozzle or mask of your choice at the top of the nebulizer bottle;
- Plug the power cord into a suitable electrical outlet. Make sure that the switch is in the
"0" position;
- Press the switch to start the procedure.
- use the product for no more than 30 minutes for one session.

Note:

O - It corresponds to the turned-off power supply of the compressor

Fig. 7.1 Position of switch with the turned-offelectric power supply ofthe compressor

| -1t corresponds to the switch on electric power supply of the compressor
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Fig. 7.1 Position of switch with the tumed-on electric power supply of the compressor

Using a mouthpiece for inhalation through the mouth (adult, child): take the mouthpiece for
inhalation into the mouth and inhale the medicine, breathing evenly. Exhale quietly through
the nozzle.

Use of a nozzle for inhalation through the nasal cavity: perform inhalation ofthe drug through
the inhalation nozzle. Exhale quietly tlirough the mouth.

Use mask for inhalation (adult, child); put on the mask in such a way that it covers your nose
and mouth, and administer inhalation of the drug. Exhale through the mask.

Important; the compressor motor has a thermal protection, which disconnects the product in
case of overheating. If this happens:

- turn off the product;

- remove the power cord from the socket;

- allow the engine to cool for 30 minutes before resuming the procedure, make sure there are
no blockages in the holes:

- after the end of the procedure, unplug the product and remove the power cord from the
outlet.

Filler Replacement

Do not use cotton or other materials. Do not wash or dean the filter. The filter should only
be replaced. Use the product without the filler is prohibited.

Change the filter every 30 days or as it gets dirty (it becomes gray).

Replacement procedure:

- remove the filter cover;

- replace the used filter with a new one;

- Install the filler cover.

8 Information on washing, disinfection, cleaning

It is recommended to thoroughly rinse the nebulizer bottle, the inhalation nozzles and the hot
water mask after each use and use a mild detergent after the last procedure at the end of the
day.

Important: Mask for inhalation (adult, children), nozzle for inhalation through the mouth
cavity (adult, children), the nozzle for inhalation through the nasal cavity can be used
repeatedly by only one patient. The use ofthe above products by several patients is prohibited.

8.1 Flushing (after each procedure)

1 Disconnect the air tube, nebulizer bottle, inhaler nozzle (inhalation nozzle through
the oral cavity (adult, child), nozzle for inhalation tlirough the nasal cavity) or mask.
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2. Carefully turn the upper part, disassemble the nebulizer bottle.

3. Rinsc the nebuliser, inhalation nozzle or mask with water.

4. Wipe the parts with a clean soft towel or allow them to air dry.

5. When the nebulizer bottle is completely dry, collect it and place the items in a dry,

closed container.

8.2 Disinfection
Follow the instructions below to disinfect your nebulizer bottle, mouthpiece and mask if the
doctor has not prescribed a different disinfection procedure. It is assumed that the device

disinfected after the last treatment procedure at the end of the day.
1. Mix one part of white vinegar with three parts of distilled water.
2. Ensure that the solution obtained is sufficient to immerse the inhaler bottle,

mouthpiece and mask.

3. Perform washing steps 1-3.
4. Rinse the nebulizer, inhaler and mask in warm water and a mild detergent. Then

rinse them in hot tap water.
5. For thirty minutes, immerse the parts in the previously obtained solution.

6. Perform washing steps 3-5.

8.3 Cleaning the compressor

Wipe the compressor daily with a damp cloth.
Do not use powdered clcaners or brushes and sponges that could damage the cabinet.

8.4 Cleaning the air tube
Condensation can form in the air tube. Do not place the storage tube if it has condensation or

moisture. This can lead to bacterial infection.
If there is moisture or liquid in the air tube, carry out the procedure described below to remove

any liquid debris from it:
1. Make sure that the air tube is still conncected to the connector on the compressor;

2. Disconnect the tube from the nebulizer bottle;
3. Switch on the inhaler and dry the tube by passing through air.

9 Information about repair and maintenance of the product

Malfunction Possible reason Remedies
The inhaler does not | - The compressor of the inhaleris | - Check the nctwork cable
work not connected to the mains. connection,

Is there a drugin a nebulizer cell? | Add the required amount of

: medication to the nebulizer
After switching on IIs the nf:ll:uhscr t;ottle too small / bottle.
the device, the spray |-8¢ W! adrug!

does not occur or its The baffle is missing OF) ;1.0 e bump stop in a way.
level is insufficient. | incorrectly fixed?

Correctly assembled nebulizer | Collect the nebulizer bottle as it

bottle? is.
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Ensure that the nozzle is not
obstructed.

. . Make sure that the nebulous
Is the nebulizer bottle tilted at a bottle is tilted more than 45
subacute angle?

I degrees.

The nozzle was hammered?

Ensure that the air tube is
Is the handset connected properly connected to the
correctly? compressor and the nebulizer
bottle.
Make sure that the natube of the
air is not bent.

Make sure that the air tube is not

Is the air tube bent or damaged?

Is the air tube clogged?

clogged.
. . Replace the filter with a new
Is the filter dirty? P
one.
Is the compressor of the inhaler Do not cover the inhaler
covered? compressor during operation.
The device is too Use the device for no longer than
hot. I'ne device works continuously 30 minutes without interruption,
for more than 30 minutes? leave the device for 30 minutes

before re-use.

In the event that none of the proposed solutions has solved the problem, do not attempt to
repair the device yourself - none ofits parts is designed for user maintenance. Take the device
to a service center.

Note: The bump stop (see Figure 9.1) is an important part of the nebulizer bottle, which is
used to spray medicines.

Fig. 9.1 Baffle

10 Marking and packaging
10.1 Product Marking

The product label contains:

- Product name;

- Product model;

- Voltage and frequency of power supply;
- Rated power;

- Class of electrical safety;

- Serial number;

- Party code;
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And also the following symbols and symbols:

LOT

W T ]

- Symbol “Batch code”;

- Symbol "Date of manufacture” with the date of manufacture;

- Symbol "CE conformity mark” with indication of the number of the
notifying body.

A

- The symbol "Caution! Refer to the instruction manual »;

- Symbol "Product of Class 1T;

- Symbol "Products of type BF";

-The symbol "WEEE Directive";

IP
Mil

- Symbol “the degree of the protection of the shell”

- The symbol "Infonnalion about the manufacturer” (with the name of the
manufacturer and address);

The symbol "Authorized Representative in the European Community" (with
the name of the representative and address).

EC REP

V\ n,
COMPRESSOR NEBULIZER ~ E%
Model: ASOOLW 05
SN:EN0105x73100001 lot] h i

RATING: AC 220v 50HZ 180VA

1711 MTU1
CLASSIFICATION: Class MA
Shenzhen Aeon Technology.Co.i Ltd*

RMCHOz, Block 27*29,Tianxit'ic indututel I"rk,

Yiyunn ro«ci. Nensh”n DisinctiSh«nthee,PCOPIE! SRt iBL}C-
OFCHINA

Shsnflhal Internatlonal‘K f> Id jiffi* ** " No

EC REP Eiffeetriaea SO,

Fig. 10.1 Product Label

The labeling of the product package contains:

- Product name;
- Product model;

- Appearance of the product;

- Kit for the compressor;
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- The main characteristics of the product;
And also the following symbols and symbols:

- Reusable signs;

-Symbol "CE confonnity mark” with indication of the number of the
notifying body

-The symbol "Keep away from moisture”;

_Symbor‘Batchcode™;

The symbol "Caution! Refer to the instruction manual »;

A

Symbol "Products of type BF”;

The symbol "Ecological package™;

Q
M - The symbol "Throw in an urn";
- The symbol "Information about the manufacturer” (with the name of the
manufacturer and address);
- 'I'ne symbol "Authorized Representative in the European Community”
EC REP

(with the name of the representative and address),

Fig. 10.2. Packing marking front and back
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Fig. 10.3 Packing marking lop view

© AgRKik _
Compressor NEbU“Zer

ModelJVSOOLWOS

Standard Accessory

Nr Tuau

if

PV
N BHg

LoT

Fig. 10.4. Packing marking left



Y mnfraym

Compressor Nebulizer

I with accessory ModelrASOOLWOS

Specifications
« Piaton Compressor System
m Low noUc level
« Silent aad easy operations.
* Medication Capacity: 6ml
e [~tide size: 0.5-10"m
« MMAD: 4,0pm
* Sound Level: dBA
 Average Ncbulizatlon Rate: &02mlri:
e Dimensions (LxWxH): 190 imnx 145 i
« Net Wcight;1.45kg

"Wp,Shdiah«KA*onTec® N
\LLI\ 'BMe):Ne2|"Woek27«l0ifia iC rHALstrla) Rel(« Melidor>3
isfe" Shsnih»n,PEOPU'S REPUBLIC

CQmW i)

Fig. 10.5 Marking of packaging right side

10.2Packing of the product

The external packing ofarticle consists of paper pan and colored box. Material of the external
packing: the single-face corrugated fiberboard.
Internal packing is the polyethylene parachute packs

11 Disposal information

Dispose of the product in accordance with SanPiN 2.1.7.2790-10 for class B waste
(epidemiologically hazardous waste). ARcr hardware disinfection using physical methods
and changing the appearance of waste, excluding the possibility of its reuse, class B waste
can be accumulated, temporarily stored, transported, destroyed and buried together with class
A waste (epidemiologically safe waste, by composition close to MSW). The package of
decontaminated medical waste of class B must be labeled to indicate that the waste has been

decontaminated.

12 Guarantee

Warranty period: 1year;

Service life: 2 years.

Address for receiving complaints:

Limited Liability Company “BiVi Company”;

Address (location) of the legal entity: 129085, Moscow, Ostankinsky municipal district, Mira
avenue, 101 bldg. I,room. 1/1

Phone: +7 (499)281-67-68.
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Manufacturer: Shenzhen Aeon Technology Co., Ltd., China,

RM6H02, Block 27-29,
Tianxia IC Industrial Park, Majialong
Yiyuan road, Nanshan District,

Address of
manufacturer: Shenzhen,
) PEOPLE'S REPUBLIC OF CHINA
/ Phone: 0086-755-26509160

Fax:0086-755-86182141
Shenzhen Aeon Technology Co., Ltd. Bao'an Branch.

Place of the production:  A301, Building A, No. 5003, Bao'an Avenue, Bao’an District,
518126 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

13 Given for the development and the production

Development, production and sale of product corresponds to the requirements 1SO

13485:2016:

Certificate Number: Q5 073767 0015 Rev.03

Issue Date: 08.04.2024

Expiration Dale: 09.08/2026

Notified Body: TUV SUD product service GmbH

The product is CH marked:

Certificate Number: Gl 1703 73767 010

Issue Date: 17.08.2017

Expiration Date: 02.02.2019

Notified Body: TUV SUD product service GmbH

14 Electromagnetic compatibility

Management and declaration of manufacturer - electromagnetic emission

The product is intended for using in electromagnetic environment, defined below. The
buyer or user of the product should ensure its application in the environment

Test for the electromagnetic Electromagnetic ~ environment

e compliance ;
emission P guidance
The harmonic components of class A The product is suitable for use in all
current on IEC 61000-3-2 locations, including homes and
i . buildings are directly connected to the
Voltage fluctuations and power compliance g y

line flicker by IEC 61000 - 3 - 3 distribution grid, the supply of houses

Management and the declaration of manufacturer - the noise immunity

The product is intended for using in electromagnetic environment, defined below, the buyer
or user of the product should ensure its application in the environment.
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Test for the noise
immunity

The electrostatic
level (eds) IEC
/ 61000-4-2

Nanosecond pulse
interferences on
IEC 61000-4-4

Microsecond
pulse
interferences with
high energy on
IEC 61000-4-5

Failures and
changes in input
power supply
voltage line to
IEC 61000-4-
1u

The magnetic
field of industrial
frequency on IEC
61000-4-8

Test level on IEC
60601

6 KV - contact
discharge

+8 kV - the air
discharge

%2 kv for the line
of power supply
+1 kv for the line
of input-output

+1 kvinan
interference
pattern of "wire to
wire"

+2kb - inan
interference
paitcm of "the
earth"

<5% UT (dip>95%
UT) during 0,5s

40% UT (dip
60%UT) during 5s

70% UT (dip
30%UT) during
25s

<6% UT
(dip>95%UT)
during 55)

3 A/m

the  level  of electromagnetic

compliance

16 kV - contact
discharge

18 kV - the air
discharge

+2 kv for the line
of power supply
+\ kv for the line
of input-output

+1 kv in an
interference
pattern of "wire to
wire"

+2kb - inan
interference
pattern of "the
earth"

<5% UT (dip>95%
UT) during 0,5s

40% UT (dip
60%UT) during 5s

70% UT (dip
30%UT) during
25s

<5% UT
(dip>95%UT)
during 5)

3 A/m

environment - guidance

the floor space must be
made of wood, concrete or
ceramic tile, if the floors
are covered with synthetic
material, the relative
humidity ofthe air should
not be less than 30%.

the quality of electrical
energy in an electrical
network of the building
must comply with the
conditions of the
commercial or the hospital
environment

the quality of electrical
energy in an electrical
network of the building
must comply with the
conditions of the
commercial or the hospital
environment

the quality of electrical
energy in the network
under the typical
conditions of commercial
or the hospital
environment, if the user
requires continuously work
in the face of possible
interruptions of supply
voltage, it is recommended
that the food products to
implement from the
uninterruptible power
supply or battery

The levels of the magnetic
field of commercial
frequency should be
ensured in accordance with
the typical conditions of
the commercial or hospital
situation

Note - Ut- level voltage electric network up to the point of impact test
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Management and the declaration of the manufacturer - the noise immunity

The product is intended for use in electromagnetic environment, defined below, the buyer
or user of the product should be to ensure its application in the environment

Immunity test

Conductive
interferences,
induced by radio-
frequency
electromagnetic
fields on IEC
61000-4-6

Radiated radio-
frequency
electromagnetic
field on IEC
61000-4-3

Test level on IEC
60601

3 bands (root-
mean-square
values) from 150
to 80 MHZ

3 V/m inthe strip
from 80 MHz to
25 GHz
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Level of the
compliance

3B

3B/m

Electromagnetic environment
guidance

The distance between the
utilized mobile radio-
telephone conmiunication
system and any element of
product, including cables,
must be not less than the
recommended three-
dimensional cariy’ing, which is
calculated in accordance with
the given below expression in
connection with to the
frequency of transmitter.

The recommended three-
dimensional carrying

comprises
d=12Vp
d=12VP
(from 80 to 800 MHz)
d=23Vp

(from 800 MHz to 2,5 GHz)
d - the recommended three-
dimensional carrying, m;

P - the nominal peak power
output of transmitter, W,
established by manufacturer.
The field strength with the
radiowavc propagation from
the stationary radio
transmitters, according to
observations of the the
electromagnetic Of
obstanovkoyl, must be lower
than the level of
correspondence in each strip of
chastot2.

Interference may occur near
the equipment marked with:



INapryazheiinost of field with the radiowave propagation from the stationary radio
transmitters, such as the base stations of radio-telephone networks (honeycomb/wireless)
and of ground-based mobile radio units,amateur radio stations, AM and FM of radio
transmitters, television transmitters, can be determined by calculation with sufficient
accuracy, it should be implemented in the practical measurement of tension field, ifthe
measured values at the site of the products more applicable levels of conformity, to
monitor the work of the product to verify its performance. If the monitor displays a
deviation from normal operation, it is necessary to lake further measures, such as such as
reorientation or movement of the products.

2BHe of the frequency band from 150 kl 1z to 80 MHz should be ensured the field strength
less than 3 VV/m.

Notes:

At a frequency of 80 and 800 mhz using higher tension field

Simplified expressions are not applicable in all cases,Electromagnetic wave propagation
affects absorption or reflection, object structure and people.

Recommended values of three-dimensional carrying between the portable and mobile
radio-frequency means of connection and the product

the product is intended for use in the electromagnetic environment in which the
monitored levels produced by these interruptions. The buyer or user of the product can
avoid the influence of electromagnetic interference, while the minimum spatial closeness
between the portable and mobile radio-frequency communications (transmitters) and
product, it is recommended below, the maximum output power