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lyfedfca! device name
ctevke name is reusable artificial manual breathing unit AMBU

Ti'Kijeroi”. of different versions (hereinafter referred to as the device).
Versions:

~Nificial manual breathing unit for adults consists of:
breMhing bag for adults.

sliicoi”™ breathing mask for adults, sizes: No. 4, 5.
patient valve.

PLLIP valve (in necessary).

oxygen tube (if necessary).

reservoir bag 2500 (ifnec/3wwy).

Godel airway, sizes: 2, 2, 4 (if necessary).

mouth expander (if necessmy).

consumer packing (plastic box with transparent lid and canying handle).
operational manual

Short name: Reusable AMBU bag for adults

Avrtificial manual breathing unit for children consists of:
breathing bag for children,

silicone breathing mask for children, sizes No. 1, 2, 3.
patient valve.

PEEP valve (if necessary).

oxygen tube (if necessary).

reservoir bag 1600 (ifnecessary).

Godel airway, sizes: 000, 00,0,1,2, 3 (if necessary).
mouth expander (if necessary).

consumer packing (plastic box with ~armzpiuen! lid and carrying handle).
operational manual

Short name: Reusable AMBU bag for children.

3.

Avrtificial manual breathing unit for newborns consists of:
breathing bag for newborns.

“m silicone breathing mask for newborns, sizes: No. 0, I.

patient valve.
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PLLP wive (if necessary).

«  <Kxygentube (if necessary).

- leservoir bag 1600 (ifnecessary).

~ €Mel airway, sizes: 000, 00,0 (if necessary).

- raoutb expander (if necessary).

~ cwwrwer packing (plastic box with transparent lid and carrying handle).

- operational manual
Short name: Reusable AMBU bag for newborns

2 Information about the medical device manufacturer

Ximnen Compower Medical Tech. Co,, Ltd. %

Unit 301, Mo. 16 Xianghong Road, rang'an Torch Industrial Zone, Xiamen,
361101, China

Tel.: +86 592 5799319, Fax: +86 592 5796765, e-mail: sales-
compowwer@Gpmedi.com, web-she: http:/AMww.cpmedi.com/en/

3 Indented use and principle of operation of the medical device, stated by
the manufacturer

The device is used for forced artificial lung ventilation (ALV) during
cardiopulmonary resiKcitation (CPR) in newborns, children and adults vnfo unstable
breathing.

The product is a non-invasive device and is used exclusively for temporary

I ventilation due to the absence of any monitoring of the delivered volume of air,

monitoring of pressure in the respiratory tract and the fatigue of the process.

4 Principle of operation is based on the forced supply of air to the lungs throi®
the facial mask by manually compressing the ventilation bag. The device consists of a
large elastic chamber, manually ventilated, a gas tank, tubes and a connector for
attaching to a facial mask or endotracheal tube.

4 Conditions of use
The device is used by specialist doctors, in emergency medical services in
ambulances and intensive care units.

List of indications for use, contraindications, possible side effects
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Rudications for use, contraindications for use, possible side effects

ST  Indications for use:

‘il " mtificial myoplegia in a complex anesthetic aid and in intensive therapy
of convulsive, hypetventilation and hyperthermic syndromes.

~ apnea or hypoventilation due to disorders of the cenitral regulation of
respiration (clinical death, cerebrovascular accident, brain damage, etc.).

~ apnea or hypoventilation due to a violation of the mechanical apparatus
of respiration (respiratory muscle damage, pneumothorax, inchuding
surgery, etc.).

- acute respiratory failure due to restrictive and obstructive lung lesions,
accompanied by increased work of the respiratory muscles that absorb a
lot of oxygen.

5.12 Contraindications 1o use:
~ tense pneumothorax, or mediastinal emphysema without decompression
l and drainage.
- moderate or more serious hemoptysis.
~ severe case of lung cyst or bullous lung disease.
- hypovolemic shock without replenishing the volume of circulating
blood.
- acute myocardial infarction.
-~ suffocating respiratory failure caused by inhaling a foreign body.

* 5.13 Possible side effects:
~ regurgitation and aspiration of gastric contents.

6  Description, parameters and characteristics of a medical device
6.1 Device description
The device can include:
— breathing bag for newborns: — 1 pcs.
— breathing bag for children: — 1 pcs.
- breathing bag for adults: ~ 1 pes.
— silicone breathing mask, sized: No.0, 1, 2, 3,4, 5 — from 2 t0 3 pcs.
~ patient valve — 1 pes,
— PEEP valve (if necessary) - | pes.
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tube (if necessary) — 1 pcs.

bag: 1600 or 2500 (if necessary) — 1 pes.
airway (size: 000 or 00, or 0, or 1, of 2, or ;‘%, or 4 (if necessary) —
3 to 6 pes.
expander (if necessary) — 1 pes
consumer packing (plastic box with transparent lid and carrying handle).
operational manual '
The appearance of the device is shown in Figure I, a schematic image is in

Figure 1 — The appearance of the device

3
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mouth expander silicone breathing mask
Figure 2 — A schematic image of the device

The breathing bag is a self-expanding silicone. bag with an outlet vélve and a
patient valve, on the nozzle of which a facial mask is attached. The structured surface
of the respiratory bag prevents slipping in the doctor's hands. A 360-degree swivel
adapter facilitates the provision of medical care, the adapter is equipped with a petal
valve of the patient and a pressure limiting valve in order to prevent lung barotrauma.

The PEEP vaive is used to monitor the pressure in the patient's airways.

The reservoir bag is designed to save oxygen during ventilation.

The breathing mask made of silicone is equipped with an inflatable cuff with a
nipple valve and a Luer adapter. All breathing masks are equipped with a removable
ring for fixation on the patient's head, having a color-dimensional marking according
to international standards and Table 1.

An oxygen tube 2 m long with a star-shaped internal lumen resistant to sticking
during kinks, is a tube with connectors at the ends for connection to an oxygen source
(balloon) and to the intake valve of the breathing bag.

Table 1 — Color dimensional marking breathing masks
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The Godel ainvayisasedtocreateanairpassag_ehet\ﬁeenﬂmmuﬂlmdﬁn
e wall ofﬂiepharym.Theairwayshouldkeepthepaﬁenfsaimysnpm so that
the tongue (partially or completely) does not cover the epiglottis carfilage, which
could make it difficult for the patient to breathe.

The Godel airway has a bite block with a color designation of the dimensions
specified in Table 2, which is designed for easy identification, prevention of biting
and blocking of the airway. It is made of two compatible materials with different
properties — polyethylene and polyoxymethylene, joined during casting, with
different properties: the inner is solid to stiffen the structure and the outer is plastic to
Table 2 — Color coding of the dimensions of

AL
Tt

the Godel airway

A

The mouth expander is designed to safely open the patient's mouth to ensure
the patency of the respiratory tract in life-threatening conditions.
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alinprowdes positive pressure at the end of exhalation — it is an
m‘vmu]auonto maintain the vital capacity of the lungs. At the
N " PEEP creates a pressure of 2 to 20 ¢cm H;O o counteract passive
* thangs and maintain airway pressure above atmosphieric. Thus, the
of PEEP can open destroyed or unstable elveoli and incresse lung

~ gms exchange surface area.
#is mecessary to perform an ALV with the use of an additional volume of
Wi device is connected to an oxygen cylinder using an oxygen tube. One end
‘mibe is connected to the oxygensouwe,ﬂ‘eoﬂ:erendofthetubelsmmted

.. commector of the inteke valve cover, and the reservoir bag is attachied to the
valve cover.

~ An anificial lung ventilation device, if it is conneéled to a medical oxygen
e . can supply additional oxygen using a reservoir bag. When used, oxygen
* ewters the reservoir during compression of the breathing bag.

6.2 Parameters and characteristics
Technical characteristics of the device are specified in Table 3
Table 3 - Technical characteristics

Parameter name Sizes of breathing bags :

For newborns For children For adults

1 Respiratory volume of the breathing Sromm 20 to 150 from 150 to from 600 o 1000

bag, ml 450

2 Volume of the broathing bag, ml 280£100 550::200 1500+£200

3 The: volume of the dead space of the 7 20 65

respiratory bag, ml, no more

4 Dimensions of the breathing bag 165x75, 180%x100, 250%140,

(length X diameter), sim permissible permissible permissible
deviation £20 deviation £20 deviation +20

5 Dimensions of the assembled device 630%195%75, 645%195x100, 730x225x130,

{length x width x height), mm permissible permissible permissible
deviation +20 deviation +20 deviation 20

6 Mass of the assembled device, g, not 900

more

7 The time of complete straightening of " 1 2

the breathing bag, sec., no more

8 Outer diameter of the pressure

limiting valves, mm 25.040.5

9 Inner diameter of the pressure

limiting valves, mm 184202
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A pre*-’e  limiting

HULlpbm "Bracai .t pressure

AMHShwimstonce -.-'more
MszsxBKc I more

BHb resenoir bag, mi.

nTp"M~BBS of the reservoir bag
Xbrint), mm

liIMnnu wem:10r
. fT Owmer dtaa™” of the oxygen tube.

A 18 Id3CT dian”ter of the oxygen Uibe,
iIMWi
1w o f tfie oxygen tube, mm
I*T be volume level of noise generated
11, fte imxiuct, dBA, no more thMi
j 3t IXmensions of the moudi expansion
;tio”th  diameter), mm
i 22 DimensiotK of PEEP valve (length x
i di“neter). mm
323 Positive pressure genered by the
i PEEP valve, mm EbO
m24 Oxygen concentration:
J 241 Oxygen supply rate, I/min, no
more
24.2 Respiratoly rate, respiratory
mov«nents/min, no more
24.3 Inhalation volume, ml, no more
24.4 Oxygen concentration with a
reservoir bag, %, not less*
24.5 Oxygen concentration without
reservoir bag, %, not less*
25 Patient body weight, kg

25.0£0.5
30-45 35-50 40-60
5cm H20 (at 50 I/min)
5cm H20 (at 50 I/min)

1600 2500
270x195"0.16 270x195x0.16 295x225x0.16
permissible permissible pemitssible
deviationi 10%  deviation+10%  deviation £10%
according to 1SO 5356-1: 022/15mm
6,D+02
40+0.2
2000+150
30

82.4 X59,2, pennissible deviation + 0.5

150 X60.5, permissible deviation + 2.0

4321020
15 15 15
20 25 12
60 150 600
85
85

not more 10 from 10to 30 not less 40

‘Test methods according to 1SO 10651-4. the oxygen source must provide st lea™ 85%
oxygen concentration in the oxygen-air mixture at a flow of2-8 I/min.

Technical characteristics of the breathing masks are specified in Table 4.
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1 — Patient connector

2 .
1 ‘F"='
2 - Luer-Lock Adapter

A, B, C - dimensions are specified in Table 4

Figure 3 — Image of silicone breathing masks

Table 4 — Technical characteristics of silicone breathing masks

Connector Size A, | SizeB, | Size C,

Mask type dimensions, mm | mm mm mm Mass, g
1 For newboms (size No. 0) 015 4542 5542 85+3 10+0.5
%)Nursing infant (size No. o15 5242 6542 10045 13.340.5
3 Standard for children ' 022 6042 2543 11545 23.620.5
(size No.2)
4 For children (size No.3) Q22 70+3 9034 1355 | 28.9+0.7
5 For adults M (size No. 4) 922 7543 1005 145+7 | 38.640.7
6 For adults L (size No. 5) 222 81+3 11015 160+£7 | 49.41+0.7

Technical characteristics of Godel airway are specified in Table 5.
Table S — Technical characteristics of Godel airway

11
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PIBnwA'|  hiaer Outer  Length Mass,  Length ofthe

1 tdiameter, mm dtam®er. .mm  g,not reinforcing
mm mote liner, mm

1 000 5.0+02 1008 4w 257404 38.0£2.5
00 5.5+0.2 1bl 4 50£2 3.9+04 48,(bfe2.S

0 6.0tfe0.3 111.8 60+3 58404 58,0+£3.0

6.0+0.2 1.n 7043 9+04 68.0*3.0

2 6.5+0.3 14+0.8 80+4 i0Jd™4 78.0%4.0
3 S.540.3 15+0.8 ow 132104 88.0*4.0
4 8.010.3 10055 15.7i0.4 98.0*5.0
6.3 Methods and conditions of sterilization, terms of sterility maintenance

The product is reusable (accept for an oxygen tube and a reservoir bag) not
sterile, with repeated use, the breathing bag and the brgthing mask are subject to
stenlization. The reservoir bag and oxygen tube are not subject to re-treatment.

After using the breathing bag and the breathing mask, it is necessary to
dismfm them by washing in 0.25% aqueous solution of sodium hypochlorite NaOCI
- the holding time is 15 minutes, then rinse in distilled water and autoclave for 15
minutes at a temperature of 134 ° C. The breathing bag and the breathing mask can
wthstand up to 20 cycles of sterilization.

7 Instructions for use
7.1 General issues
711 Before operating with the product, rewl die Operating Manual.
7.1.2 The product is intended for use by personnel trained in the
technique of pulmonaiy resuscitation.

7.2 Safety requirements

721 Before using the product, it is necesswy to clean the patioifs
respiratory tract.

7.2.2 After unpacking and assembling, it is necessary to ch”k the
operability ofthe product.

7.2.3 It is necessmy to check the operability of the valve by ol™erving,
during resuscitation, the respiratory movements of the chest, the color of the skin
of the face and the mucous membrane of the lips.

724 Do not use the product in the presence of toxic or explosive
substances in the air! If the device sucks gas tram such an atmosphere and allows
it to be inhaled by the patient, then using the device in a polluted environment can

12
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“if measures are not taken to prevent such suction or ishalation, for
.a filter.
725 At high oxygen concentrations ~ it is forbidden to use an open
flame and smoking near the product — this can lead to fire! -
726 It is forbidden to use oil or lubricants near oxygen devices ~ this
may lead to a fire!

8  Installation and method of application

8.1 Device assembly

8.1.1 - Check the integrity of the package. Carefully remove the product.

81.2  Fully straighten the reservoir bag before use.

8.13  Squeezing the breathing bag, visually chieck the operability of the
patient's vaive.

8.14  Connect the patient's valve to the breathing mask adapter.

815 In case of résuscitation with oxygen supply, fully dep
oxygen tube and connect one tube connector to the oxygen source, and thlother to
the oxygen port on the intake valve of the breathing bag. Connect the tar{ Jag.

8.1.6 Set the oxygen supply level to no more than 15 Ijfin or as
directed by a doctor.

8.2 Health check
Close the pressure limiting valve, block the patient's valve connection with
your thumb. Bring a breathing bag filled with compressed air to your ear. Squeeze the
bag, the bag should be hard to the touch, the sound of leakage should not be heard.
Open the pressure limiting valve. Remove the thumb from the patient's valve,
squeeze the breathing bag, the sound of air passing through the patient's valve should
be heard.

8.3 Method of application
83.1 Open the patient's mouth, clear the respiratory tract of foreign
objects and liquids. It is recommended to use resuscitation suction. Tilt the
patient's head back and extend the lower jaw until the neck is straightened as
completely as possible and the airways open.
In cases where it is not possible to open the patient's mouth, use a mouth
expander: pulling the corner of the mouth and cheek to the bottom, insert the narrow

13
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h expander between the molars and screw the distance betweéen the
and lower jaw clockwise.
832  For more adequate ventilation, it is recommended to install an
airway. .
8.3.2.1 Insert the airway into the oral cavity with the curved side to the
tongue.
n 322  When the airway reaches the back wall of the pharyn, tum it 180°
— it will press the root of the tongue and the epiglottis, creating free airway patency.
The criteria for the correct position of the product are free spontancous breathing and
unhindered ventilation of the lungs.
8323 Make sure that the airway does not move the tongue backwards
¢ and thus does not block the airway. 3
8.3.3  Firmly press the breathing mask to the patient's face, closing the
mouth and nose, tikt the head back as much as possible, holding the lower jaw with
the same hand with which you hold the breathing mask. Gently squecge the
breathing bag and observe the expansion of the chest.
834 Loosen the pressure on the breathing bag and let the chest get in.
Repeat 12-20 times a minute, for children — 30 times a minute.

or the correct position of the patient's head. If using the product, it is not
possible to achieve adequate ventilation, immediately proceed to the expiratory
technique (mouth-to-mouth, mouth-to-nose).

i - If you feel an increase in resistance, check the patency of the respiratory tract

’ 835 If the patieni begins vomiting during mask ventilation, it is
necessarytohnmdiatelydearﬂleairways,thenmmpressﬂwmpirsmbag
several times in a row until normal rhythmic ventilation resume.

836 For the adult breathing bag of the size range, it is necessary to
install a pressure limiting valve for 60 cm H;0.

8.3.7 For a bag of respiratory neonatal and pediatric size range, it is
necessary to install a pressure limiting valve for 40 cm H20.

A When the valve is open, a hissing sound may be heard.

A
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iugl”™ pressure during ventilation can cause lung dan”e or stomach

8.3.8 Ifit is necessary to increase the pressure; it is neCmaiy to press
and turn the button during compression of the breathing bag - the valve is

disconnected.
8.3.9 Adjust die oxygen supply level according to the Specification or

for medical reasons.
8.3.10  After the Nid of use, remove the product in accordance with

medical recommendations and protocols.

8.3.11 Before repeated use, disinfect and sterilize the product in
accordance with clause 6.3 of this manual.

8.3/12  The used product must be disposed of.

9 Mamtenance and current repair
The product is not subject to maintenance and repair.

10  Scope ofsupply
Scope of supply of the product is specified in Table 6.
Table 6 - Scope of supply

Name Quantity, pcs.
1 Artificial manual breathing unit for adults, consisting of:
- breathing bag for adults. ]

- silicone breathing bag for adults, sizes: No. 4,
5.

- patient valve.

- PEEP valve (ifnecessary).

- oxygen tube (if necessary).

- reservoir bag 2500 (if necessar>").

- Code! airway, sizes: 2, 3. 4 (if necessary).

- mouth expander (if necessary).

- consumer packing (plastic box widi
transparent lid wid carry'ing handle)

N

P = W R -

- operational manual 1
2 Artificial manual breathing unit for children, consisting of:
- breathing bag for children. 1
- silicone breathing bag for children, sizes; No. 3
1.2.3.
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F - pittient valve. 1
f- - reEP valve (ifnecessary).
1 - oxygen tube (if necess™y).
I - reservoir bag 1600 (if necessaoO-
“  Godel airvi-ay, sizes: 000.00, 0,1,2, 3 (if
necessary).
mouth expander (Ifnecessmy).
~ consumer packing (plastic box with
transparent lid and carrying handle)
- operational manual |
3 Artificial m m m | breathing unit for newbrns, consisting

(o I

- breathing bag for newborns. f 1

- silicone breathing bag for children, sizes: No.
00 (42 mm), 0,1

- patient valve.

~ PEEP valve (if necessmy).

- oxygen tube (if necessary).

- reservoir bag 1600 (if necessary).

- Godel airway, sizes: 000, 00,0 (ifnecessary).

- mouth expander (if necessary).

- consumer packing (plastic box with
transparent lid and carrying handle)

- operational manual 1

N

P P W= QbR

11 Package
Each component part of the product, except for the breathing bag, must be

packed in an individual polyethylene bag. The edges of the package are secured with
various types of fasteners: adhesive flap, zip lock, adhesive tape or sealed.

The composite products are packed in a plastic box with a tmnspument lid and a
carrying handle, along with an instruction manual. Overall dimensions of the plastic
box (laigth Xwidth x height), - 270x 160x 140 mm, permissible deviarion is + 20
mm. Box weight is 0.9 h0.1kg.

The plastic box is packed in a polyethylene bag and placed 12 pieces each in a
transport pack”e, which is a cardboard box.

12 Marking

16
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I pressure limiting valve is marked with the indication of the
I"ressure, on the breathing bag - the size ofthe bag, on the breadting nmsk
- tfir si/x of the maxi, on the reservoir bag- the name and volume.
12.2 The following markings must be applied to the plastic box for storage
and carrying:
- name ~d/or trademark of the manufacturer and its address (indicated by
the corresponding symbol).
- name of the manufacturer’s authorized organization and contact details.
- product name.
- product size.
- date of manufacture (indicated by the coirespofiding symbol).
- expiration date (indicated by the corresponding symbol).
- batch code (indicated by the corresponding symbol).
- catalog number.
- inscription: "'Not sterile™".
- warning about the need to refer to the operating manual (indicated by the
corresponding symbol).
- warning about not using the product if the paclwging is damaged
(indicated by the corresponding symbol).
- designation of storage conditions,
- regisnation certificate number and date.
12.3 The marking of the transport package includes:
- name and/or trademark of the manufacturer.
- device name.
- year and month of packaging.
~ designation of storage and transportation conditions.

Designation of applied symbols is specified in Table 7.

Table 7 - Designation of applied symbols
Symbol image S>mbol designation

LOT Batch code

REF Catalog number

17
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f a Manufacturing date
i J Manufacturer

Expiration date...

Refer to operational manual

(§) Do not use if the package is damaged
t

/ \ Non-staiJe
/s r&ﬂl e\

Keep away from moisture

Avoid exposure to sunlight

J r Temperature range

13 operating conditions
The device is used indoors or on open surfaces under the following climatic

conditions:
H*C
air temperature from 0°C to plus 50 °C.

% relative air humidity from 40 to 95%.

06.7kMNa

atmospheric pressure 84.0-106.7 kPa (630-800 mm Hg).

84)kMa

14  Transportation
18
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" jwkageddewcensmwnedby all types of closed wvehicles, in
) with the rules of cargo transportation applicable to this type of transport.
" The device is transported under the following climatic conditions:

air temperature from minus 40 to plus 60 °C.
relative air humidity from 40 to 95%.

-, atmospheric pressure 84.0-106.7 kPa (630-800 mm Hg).
s bt

15  Storage
The device is stored indoors under the following climatic conditions:

+MC
_,r air temperature from minus 40.to plus 60 °C
*rC

relative air humidity from 40 to 95%.

Julla
_@“ atmospheric pressure 84.0-106.7 kPa (630-800 mm Hg).

N Oufls
It is necessaty to store the device away from heating devices, in a place
protected from the sun.

16 Warranty obligations

The manufacturer guarantees that the device complies With the quality
indicators and characteristics stated in the documentation, subject to the rules of
transportation and storage throughout the shelf life.

The manufacturer is not responsible for incidental or consequential damages,
damages or expenses directly or indirectly related to the use of this device; he is not
responsible for products that are re-processed or sterilized, reused, exposed W
climatic and mechanical factors during transportation and storage, other than those
specified in the manufacturer’s documentation. and does not give any guarantees,

19
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uiinpjed» includii®t, but not limited to, guarantees of commerci® quali®
s«tiabili™ for intended use in with respect to such products.
The expiration date of the product is 3 years from the date of manufacture.
The shelf life of the product is 3 years ifom the date of production.

17 Procedure for the disposal and destruction of a medical device

After using the product for its intended puipose, it must be disposed of as
potentially hazardous waste of Class B.

Upon expiration of the expiration date and/or violation of the integrity of the
sealed packaging, the medical device must be disposed of as Class A medical waste.

Disposal is carried out in accordance with sanpil gaganiiaty regulations and
Standards) 2.1,3684-21.

18 Contacts

In case of questions related to the use of the product, as well as in case of
claims against the manufecturer, the consumer can contact the specified address:

Authorized oi™*aniz”ion for quality issues:

The limited liability company (000) ARMEDIKA, Address: 620075, Ru/ia,
Ekaterinburg, ul. Shevchenko, 20, prem. 7, Tel: +7 (343)-286-42-73, E-mail:
zaka2 @yukig;roup.ru. Web-site: yukigroup.ru.
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Annex A
Information about regulatory documentation
List of applied international standards
EN ISO 13485:2016 Medical devices. Quality management systems.
System requirements for regulatory purposes.
EEC Directive 93/42/EEC (certificate No. (2063744 0018, valid until
26.05.2024.
EN 1041:2013 Information prepared by the manufacturer accompanying
medical devices. »
EN ISO 14971:2019 Medical devices. Application of risk management
to medical devices.
EN 180 10651-4:2002 Artificial lung ventilation medical devices. Part 4.
Specific safety requirements, considering the basic functional
characteristics of artificial lung ventilation devices for manual actuation.
EN ISO 10651-5:2006 Artificial lung ventilation medical devices, Part 5.
Safety requirements, considering the main functional characteristics of
artificial lung ventilation devices for reviving,
EN 1SO 5364:2016 Equipment for anesthesia and artificial respiration.
Oropharyngeal air ducts.
ISO 10993-1:2018 Evaluation of biological medical devices. Part 1.
Assessimient and testing within the framework of the risk management
process.
ISO 10993-5:2009 Evaluation of biological medical devices. Part 5.
Cytotoxicity tests in vitro.
ISO 10993-10:2010 Evaluation of biological medical devices. Part 10.
Tests for irritation and allergic skin reaction.
EN ISO/TS 17665-3:2013 Sterilization of health care products - Moist
heat - Part 3: Guidance on the designation of a medical device to a
product family and processing category for steam sterilization.
EN ISO 17664:2017 Processing of health care products — Information
to be provided by the medical device manufacturer for the processing of
medical devices.

21
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Certificate of conformity 1ISO 13485:2016, registration no. Q6 063744

0017, date of issue 01.10.20109.

List of standards, applied on the territory of ¢oe Russian Fedemtion

GOST R LLC 62366-1-2021 Medical products. Part I. Application of

usability engineering to medical devices.

GOST R 50444-2020 Medical insh'uments, apparatus and equipment.

General technical requirement

“ GOST R I1SO 10651-4-2015 Lung ventilators. Part 4. Particular
requirements for operator-powered resuscitatoi”™
GOST R ISO 10651-5-2015 Lung ventilators for medical use. Part 5
Particular requirements for basic safety and W ntial performance for
gas-powered emergency resuscitators
GOST 31057-2012 Resuscitators intended for use with humans. General
technical requirements and test methods

- GOST R ISO 15223-1-2020 Medical devices. Symbols to  ;sed with
medical device labels, labelling, and information to be sup| Pait 1.
General requirements

- GOST ISO 10993-1-2011 Medical devices. Assessment of loiogtcaJ

effect of medical devices. Part. 1. Evaluation and research

GOST R 1SO 10993-2-2009 Medical devices. Biological evaluation of

medical devices. Part 2. Animal welfare requirements

- GOST ISO 10993-5-2011 Medical devices. Biological evaluation of
medical devices. Part 5. Tests for in vitro cytotoxicity

GOST 1SO 10993-10-2011 Medical devices. Biological evaluation of

medical devices. Part 10. Tests for irritation and delayed-type

hypersensitivity
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Ilepesoo c xkumaiickozo u an2auUlcKO20 A3bIK0OB HA PYCCKULE A3bIK

CEPTHO®HKAT

»e

[OMbnema: Kutaiickuit KOMHTET 10 coaeHcCTBHIO
MEXIAYHApOIHOH TOpromie]

Kuraiicknili koMHTeT N0 coieficTBHIO MeXXIyHAPOAHO# TOProsje ABASETCH
Kuratlickoit nanaToit MeXxXyHapoaHOH Toprosian
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Kuraiicknii Komurer mo coaeficranio mexxaysapoanoit Toprosae (CCPIT)
KrTaiickas nanara MexayHapoaHo# TOprosia

00254605
CEPTHOHKAT

/QR-x00/
Ne 243700B2/001698

.

HACTOSIINM CBHUIAETEJIbCTBYETCS, uro: medatr komMnamuu CSIMOHb KOMIIAY3P
MEJUKAJI TEX KO., JITH. (XIAMEN COMPOWER MEDICAL TECH. CO., LTD.) na
npunaraeMoM JIOKYMEHTE ssisercs BepHO#.

KuTaitcknit KomaTer no coaelicreaio Mexaynapoanoii roprosiae (CCPIT)
(noonucy)

YnonHoMoueHHslH noanucant: Bait 1llansmans

Hara: 03 anpens 2024 r.

I'epboeas neuame:

* Kuraiicknit KomateT no coneiictemo
MEXITyHapoHo# Topronie *

U1l YIOCTOBEPEHHS TOPTrOBLIX CJEJIOK

Tucnenasn neyamo:

Kuraitckuit Komurer no coneictauio
MEXITyHapoaHo# Toproerie *

IUIA YAOCTOBEPEHHMS TOPTrOBAIX CIENIOK

Caltt ans mpopepky ceprudukara: http://www.rzccepit.com/validate.html
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Annapat UCKYCCTBEHHOW

Y1Bepxgato/APPROVED
CamaHb Komnayasp Megukan Tex Ko., JIta,.
(Xiamen Compower Medical Tech. Co., Ltd.)

OpraHusauums/Organization

bnok 301, Ne 16 CaHxyH Poyg, MpombiwwneHHasa 30Ha CaH'aHb Topu,
361101 CsimaHb, KuTalickast HapogHas Pecny6nnka

(Unit 301, No. 16 Xianghong Road, Xiang'an Torch Industrial Zone,
361101 Xiamen, People’s Republic of China)

Appec/Address
JvpekTop

JomkHocTb/Occupation
» ®p3HK JINHb

dammnma, Mva/Sumame, Name
18/03/2024

Jata A4.MM.TTT/Date DD.MM.YYYY

Mognuce/Signature
M.n./Stamp
(nognuce)
MeyaTs:
CamaHb Komnayap Megukan Tex Ko., JITg.
(Xiamen Compower Medical Tech. Co., Ltd.)
35021510035838

MPOEKT

BEHTUNALNN NErKnx pyyHoii Tuna AMBY MHoropasoBblii

«FOKWrpynn», B BapnaHTax UCNosIHeHUS
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1 HanMeHOBaHWe MeIHIMHCKOrO H3AENHA
HauMeHOBaHHE MEIMIMHCKONO M3fienus — Anmapar MCKYCCTBEHHOM
BeHTAIMIMH JETKHX py4yHoif THna AMBY wMHoropasosuit «IOKMrpymm, B
BapHaHTaX WCIONHEHNAs (Jajiee — H3JCIIHE).
BapuaHThl HCIIOHEHHS:
L. AnmapaT HCKYCCTBEHHOW BEHTHJIILMM JIETKHX Py4HOH, B3pOCiEili, B

—  MEIIOK ABIXATEeIbHBIN B3POCIIEIiA;
—  MacKa CHIHKOHOBAA JEIXaTeNbHAd B3pocias, pasMephl: Ne4, No5;
—  KJAlaH NalMeHTa;
—  xnanas ITIJKB (PEEP) (npn Heo6Xx0ANMOCTH);
—  KHCIopoZHas TpyOxa (mpH HeoOXOAUMOCTH);
—  MeMoK pesepByapuniit 2500 (npu HeobxomuMocCTH);
—  Bo3ayxosof I'egensd, pasMeps: 2, 3, 4 (upa Heo6XOAAMOCTH);
—  PpOTOpacIIMpHTENH (MpH HEOGXOAHMOCTH);
- noTpeOMTeNECKad ynakoBKa (IUIACTHKOBBIYM GOKC ¢ mMpo3pavHoii
KPAIIIKO#A M pyIKOH JUIA NEePEHOCKH);
—  PYKOBOACTEO IO 3KCIUTyaTaluH.
Coxpamgnno: Memox AMBY mMHOropasoBriii B3pocnElii

2. AnmapaT HCKYCCTBEHHOH BEHTMNALMM JIEFKHX pY4HOM, AeTckuif, B

COCTaBe:;
—  MEIUOK ARXATeNbHBN NeTCKHH;
—  MacKa CHIIMKOHOBAs JHIXaTellbHad Aerckas, pasMephl: Nel, Ne2,

~  KJIalaH NALHCHTA;

-  wianad I1JIKB (PEEP) (1pu HeoOXOAMMOCTH);

—  KMclopojnas TpyOka (mpu HeoOXOauMOCTH);

—  MeIoK pesepsyapHEiit 1600 (npr HeobxoquMocTH);

— Bosayxopon I'exens, pasmeps:: 000, 00, O, 1, 2, 3(mpu
HeOOXOAMMOCTH);

—  pOTOpacIIHpHTeNs (IpH HeOGXOAUMOCTH);
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- noTpebuTenbcKas ynakoBKa (M1acTUKOBbIA GOKC C MPo3padHoi
KPbILLKOW N PYYKOI AN NEepeHOCKN);
- PYKOBO/CTBO M0 3Kcnyaraumu.
CokpalléHHo: Mewok AMBY MHOropasoBblil IeTCKUIA.
3. AnnapaT  WUCKYCCTBEHHOW  BEHTWIAUMW  NIETKUX  PYYHOW, AN
HOBOPOXX/EHHbIX, B COCTaBe:
- MELLIOK [bIXaTeNlbHbIN 41 HOBOPOXAEHHbIX;
- MackKa CUIMKOHOBasA [bIxaTe/lbHas A1 HOBOPOXKAEHHbIX pasvepbl:
Neo,Ne 1;
- KnanaH nauueHTa;
- knanaH NMNAKB (PEEP) (npn HeobxognmocTu);
- KuncnopogHasa Tpybka (npu HeobxoAnMocTun);
- MEeLLOK pe3epBYyapHbIin 1600 (Npy HEO6X0ANMOCTN);
- Bo3ayxoBog Megens, pasmepsl: 000, 00, 0 (npwn HeobxoANMOCTN);
- poTopaclmpuTesb (NP HE0O6XOANMOCTN);
- noTpebuTenbCcKasa ynakoBka (M1acTUKOBbIA GOKC C Npo3payvyHoi
KPbILLKOA N PYYKOW 47151 NEPEHOCKMN);
- PYKOBOZCTBO M0 3Kchyaraymu.
CokpalléHHo: Mewok AMBY MHOropasoBblil 45151 HOBOPOXAEHHbIX

2 CBefleHVa 0 Npon3BoUTesie MeAULLMHCKOIO U3aennsa

Xiamen Compower Medical Tech. Co., Ltd.

Unit 301, No. 16 Xianghong Road, Xiang'an Torch Industrial Zone, 361101
Xiamen, People’s Republic of China

Tel.: +86 592 5799319, Fax: +86 592 5796765, e-mail: sales-
compower@cpmedi.com. web-site: http://www.cpmedi.com/en/

(CamaHb Komnayap Meankan Tex Ko., J1T4,.,

Bnok 301, Ne 16, CAHrxoHr Poya, npomblLlieHHada 30Ha CaHraH Topy, CAM3Hb
361101, KuTai,

Ten.. +86 592 5799319, (akc: +86 592 5796765, e-mail: sales-
compower@cpmedi.com. canT: http://www.cpmedi.com/en/").

3 HasHaueHMe W  NpUHUMN  JeACTBUST  MeAULMHCKOIO  W3[eNNs

YCTaHOBJIEHHOE MPOnN3BOAUTENIEM
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Hsnenne npenmasHaveHo ana pyuHoit ¢opcHpoBaHHOK HCKyCCTBEHHOM
peHTWIARMH nérkux (MBJI) B0 BpeMs cepaedHo-nerodHoi peanmMauun (CJIP) y
HOBOPOXACHHBIX, AeTeH K B3POCHLIX ¢ HeCTAOMIBHEIM ABIXAHHEM.

M3penne ABRIAeTCd HEHHBA3HBHRIM YCTPOMCTBOM H  HCIONB3YETCS
WCK/HOYMTENLHO JyIS BpPEeMEHHOM BEHTWIAUMH H3-32 OTCYTCTBHA Kaxoro-iamto
MOHHTOPHHTA JOCTaBISeMOro o0béMa BO3MyXa, KOHTPOJIA JABICHHN B ARIXATEINBHBIX
IMyTAX U YTOMUTENbHOCTH nporecca UBJI.

Ipuumpan aeficTBHA OCHOBAH H& NMPHHYAMTENLHON NOAAYEe BO3AYXA B JIETKHE
Yepe3s JIMUEBYI0 MAcKy C FOMOINBIO CXKATHA BPYYHYIO BEHTHIALHOHHOIO MEIIKa.
Wanenve cocToMT #3 GOMBIMIONH NIACTHYHON KaMephl, BEHTHIHDPYEMOH BPYYHYIO,

€MKOCTH UIA ra3a, TpyOOK H KOHHEKTOpa JUIA NIPHCOSANHEHHNA K JMIEBOH Macke WIH
3HAOTpaxeanbHoli TpyOke.

‘ 4 Ycnosua IpAMEHEHUS

WUsnenne npUMEHAeTCA BpadaMH-CHELHMATHCTAaMH B  YCIOBHAX CIyx0
HEOTJIONKHOW MEIUIIMHCKOH IMOMOIIM B aBTOMOOHILIX CKOpO# IOMOIIM M OTJEICHHNX
WHTCHCHBHOH Tepanuu.

5 IlepedyeHp NoKazaHWH K MPHMEHEHHIO, POTHBOIIOKA3AHMH, BO3MOXKHEIX
no609HBIX KeHCTRIH

5.1 Tloxasanua K DIpPHMEHCHHIO, MPOTHBONOKA3AHUA K IIPHMEHCHHIO,

BO3MOXKHEIE IOGOYHEIE AeHCTBUA
5.1.1 IToxa3zaHud K NpHMEHEHHIO:

— HCKYCCTBCHHAd MHOIUICTHS B KOMIUIEKCHOM aHECTE3HOJOrHIECKOM
nocodouu H B HHTCHCUBHOH Teparux CYZIOPOXKHOIO,
IHNEPBECHTHIANMOHHOTO W IHIIEPTEPMAYIECKOIO CHHAPOMOB;

— anHO3 HIH THIOOBSHTHISLMS H3-32 pacCIpOMCTB NEHTpanbHOMH
perynsnuy Auixanpd (KIAHMYECKas CMEpTh, HapylIeHHe MO3roBOIO
KpoBooOpameHHs, MOBPEXXACHAS MO3ra | T. I.);

— GNHO? WIM THOOBCHTWIAIMA H3-3a HApyIIeHMA MEXaHHIeCKoro
annapara ALIXaHHs (HOpaXeHHe ABIXATENLHEIX MBI, ITHEBMOTOPAaKC, B
TOM YHCJIE ONICPALMOHHEIH, H Ip.);

— OCTpas JbIXaTeNbHAA HEZOCTATOYHOCTh M3-3a PECTPHKTMBHBIX H
OOCTPYKTHBHBEIX NOPaXCHHI JIETKHX, COIPOBOMXAAIOMMXCS YCHICHHOI
paboToit ABXAaTEIBHRIX MBI, OMIOIMAOLIHX MHOIO KHCIIOpPOAA.
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5.1.2 IIpotmeonOKa3aHuA K NPAMEHECHUIO:

HANpOKEHHEIN NHEBMOTOpAaKC, WIM MeAnacTHHanbHas 3MbuieMa Ges
JEKOMIIDECCHH K APECHAXA,;

YMEpEeHHOE HITH OCNIOKHEHHOE KPOBOXapKaHEE,

TSDKeJIBIA cy4dali KHCTH JIerkoro Wi OyJurere3nas KUCTa J1erkoro;
TMIIOBOJIEMHYeCKHE mok 6e3 BocmonHeHMa o6beMa IHPKYJIHpYIOme
KpOBH,

OCTpHIii HH(papKT MAOKapAa;

HapyIIEHHe NMPOXOAMMOCTH ABIXATEIBHBIX My Tel.

BosMoxmEle nobouHbie nelicTBUA:
perypruranua 1 aCuHpan|s COASPRHUMOTo XelyaKa.

Onncanue, NapaMeTpH B XapaKTePUCTHKH MEIMLIHHCKOrO H3ACHA

6.1 Onucanue usnenus
B cocTaB H3AEHMA MOXKET BXOJUTE:

—  MelIoX ARIXATEJBHEIN 1A HOBOPOXKAEHHEIX: — | mT.;

—  MEIOK ABIXaTeJbHBIR JeTckuii: — 1 mrT.;

—  MenIOK AbIXaTeJNbHEIH B3pOCHEIA: — 1 1oT.;

—  MAacKa CHIHKOHOBAafA ARIXaTenbHad, pasMepbi: Ne(, Nel, Ne2, Ne3,
Ne4, NeS-o12 5o 3 mit.;

—  KJanaH nagueHTa— | mr.;

= Kunanan I1/IKB (PEEP) (npa seo6xoaumMocT) — 1 mT.;

—  KHclopoaHas TpyOxa (px HeoGxoauMocTH) — 1 mT.;

—  MemoK pesepByapHsi#i: 1600 umm 2500 (mpu HeobxomumMocTH) — |
IT.,

-~  posgyxoBog I'epens (pasmep: 000 mwm 00, anu O, win 1, uu 2,
wm 3, wim 4) (npr BeobxopuMocTH) — OT 3 o 6 mIT.;

-  poropacmmEpaTens (mpu HeobxoaumocTH) — 1 mT;
- noTpeOMTeNbCKas ynakoBka (INACTHKOBHIE OOKC ¢ Mpo3payHOMH
KPBILIKOH | pyuko#i Ui mepeHOCKH) — 1 miT;
—  PYKOBOACTBO IO IKCILTyaTallud — 1 mrt.

Brenmuii BHA M3ACNHA NPEeACTARICH Ha pHCyHKe 1, cxemarHdeckoe
m300paxkeHne Ha pACYHKe 2.
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si — .”n1
PUCyHOK 1—BHeLIHWIA BUA n3genuns
MeLlOoK pe3epByaprlm
mmmnm
KEANAR DaHCHIA
@ [ (oL eal
mm-nnl‘enem
poTopacuinpHTens MACER CHIRKOHOBAY ARIXATCNRHAR

PucyHok 2 — Cxemarndeckoe uzobpaxenne H3aenua
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Memok FLIXaTeNbHEN, MpeAcTaBseT cobolf caMopacpaBIAIOMMACA MEIIOK
¥3 CHJIMKOHA C BHITYCKHBIM K/IAaHOM ¥ KIANaHOM NAMEHTa, Ha Narpy6ok KOToporo
Kpenurcs nunesas Macka. CTPYKTYpHpPOBaHHAsA MOBEPXHOCTh MEMIKA JEIXATSBHOTO
NPENATCTBYeT CKONBKEHMIO B pykaX Bpadya. IIlapHHpHEIA HEpEeXOIHMK C OCHIO
BpameHua Ha 360° obmerdaeT okasaHue MEIMIIFACKON MOMOIM, NepexoaHuK
OCHAIIEH JIENSCTKOBRIM KNAaNaHoM TAlJWeHTa M KIanaHoM OrpaHH4eHHS /JABIICHHA C
neNbio NpeaynpexacHus 6apoTpasME JIETKHX.

Knanan ITAKB (PEEP) oGecmeumBacT NOAACpKaHHE JaBICHHA B
IBIXATeNBHEX MYTAX B KOHIIE BEI0XA HA ONpEIe/ICHHOM YPOBHE.

MemoK pe3epBYapHBIi NpefHa3Ha4YeH 1A SKOHOMHH KHCIOpOJa BO BpeMA
npopeacHus saoxa UBJL.

JibXaTeqbHAd MacKka, HITOTOBICHHAA H3 CHIMKOHg cHabxkeHa pa3fyBHOMH

‘ MaHxeTol ¢ HUNMEILHHM KIANaHOM H NEPEXOMHAKOM «Jlyep». Bce mpiXaTenHEE
M3acKH CHaOXeHBl CBHEMHBIM KOMBIOM I (HKCAHH HA TojoBE NIALHCHTA,
HMMEIONHM IBETOBYIO PpA3MEPHYI0O MApKHPOBKY COIJIACHO MEXKIAYHApOAHBIM
cTaHAapTaM ¥ Tabmane 1.

Kucnopomuas Tpybka ammEoli 2 M €O 3Be3f00GpasHEIM BHYTPECHHHM
TIPOCBETOM, YCTOMYHBHM K CITHIIAHHIO MPH Neperutax, mpeCTaBnseT coboii TpybKy
C KOHHEKTOpaMH Ha KOHINAX /Ui NPUCOSAMHEH! K HCTOYHHKY KACIOpOAA (6annony)
H K BITyCKHOMY KJaNaHy JALXATeNLHOro MellKa.

Ta6mua 1 — 1[BeToBas pasMepHas MapKUpOBKa ALIXATELHOH MacKH

Pasmep LipeTOBAS KOJHPOBKA
Jins HOBOPOKAEHHEX (NeD)

‘ T'pyanoii peGenox (Mal)
Cranpapmaslit aercxudi (Ne2)
Hercxuit (Ne3)
Bspocasii M (Ned)
Bapocni L (Ne5)

Bosgyxopog Iesena mnomoraer ofecneduTh NpPOXOXKCHHAC BO3AyXa B
ABIXaTeNbHEE MyTH. BosmyxoBoa A0mkeH yAePKABATD ABIXaTEALHEIC Iy TH NAIUCHTA
OTKDHTHIMH TaK, 9YTOOH A3HK (YacTHYHO HIH MOJHOCTHIO) HE NPHKPEIBAI
HaATOPTAHHEIH XA, YTO MOIJIO OH 38TPYAHHATH ARIXQHHE NAIHCHTA.

10
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Boanyxosox I'enmens MMeer MpPHKyCHOIf GNOK C IBeTOBRIM 0603HAUEHHEM
pasMEpOB, YKAa3aHHWX B Tabimie 2, KOTOpHI npeaHa3HAa4YeH JId JErKoi
HACHTMHKAIMY, OpPEAOTBpAlleHAS NPHKYCHBaHHA H OIOKMPOBKH BO3ZYXOBOZA.
V3roToBNeH H3 ABYX COBMECTHMBIX MaTEpHaliOB C pasHEIMH CBOMCTBAMM —
NOJM3THNICH H TNONHOKCHMETHICH, COSAHHCHHRIMH IIPH JWTEE, C Ppa3HEMH
CBOHCTBaMH: BHYTPCHHMIN TBEpABIH ANA NPHIAHAN JKECTKOCTH KOHCIPYKUHH H
HapYXHELA IIACTHYHHA 14 MPeXOTBPAIICHHA IOBPEXICHES 3y0OB.
Tabmunia 2 — L{seroBas KOAAPOBKA pasMepoB Bosayxopoaa Fenens

40 000 )
50 00 |
60 o
B I -
80 2
%0 3.

Poropacmmparens npexHasHaden qus Ge30NMacHOro PacKpHITHA pTa MalMeHTa
C LeEI0 0becneYeHHA TPOXOANMOCTH ANXATENbHHX MyTel MpH KU3HEYTPOKAIOMIHX
COCTOSHMAX.

Knanan IIJIKB (PEEP) oGecneunBaer NMONOXHTENLHOE AaBIeHHE B KOHIE
BHJIOXa — 3TO BCIOMOTATENLHOE CPEACTBO BEHTHINLAH JICTKHX AN NOANEPKAHHS

‘ KH3HEHHOM criocobHocTH Nerkux. B xonne Buoxa PEEP cosnaer narnenne ot 2 o
20 oM H;O, uTo6s mpoTHBOAEHCTBOBATh NACCHMBHOMY ONOPOXHEHHIO JIETKHX H
NOAACPXKAHNA JABACHMA B JABLIXATENbHHIX OYTAX Beme atMocdepHOro. Taxkum
ofpazom kianaH PEEP nozponser 6e30nacHO MPOK3BOJATE HCKYCCTBEHHYIO PYTHYIO
BEeHTHIALIHIO NMALMEHTAM CO CHIIKEHHRIM OOBLEMOM JIETKHX, BCIEAICTBHE CHIDKCHUSA
¢ysamonApyIome# MapeHXMMEI JeTKMX M qHCIA (YHKIHOHHPYIONX ANbBEOI,
HapyIIeHHEM razoobMeHa.

IIpn neobxomammocTH mposegenns UBJI ¢ mpuMeHEHHEM AOCHOIHHTEILHOTO
ofbeMa KHCIIOPOZia, aNNapar NOACOSAHHAIOT K KHCIOPOAHOMY GaJUIOHY NpH IOMOLIH
KHCIOPOAHOH Tpy6kH. OnWH KoHel| TPyOKH HOACOSAMHAIOT K HCTOYHHKY KHCIIOpPOJA,
ApyTOii KOHELl TPYOKH MOAICOSAMHAIOT K KOHHEKTOPY KPHIIIKH BITyCKHOIO KJanasa, a
Pe3epBYapHBIi MEIIOK IPHCOSTHHSAIOT K KPHIIIKe BITyCKHOIO KJanaHa.
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AnmaparT HMCKYCCTBEHHOH BEHTWISIHM JI€TKHX, €CIIH OH NPHCOeJUHEH K
HCTOYHHUKY MEXHITHHCKOIO KHCIIOPOAa, MOXKET NOAABATh AOTIONHUTEIBHKIA KHCIOPOA
¢ NOMOIIBIO Pe3epByapHOro Meilika. IIpH HCIONE30BAHMM KHCJIOPOJ, NOCTYNIAET B

pe3epByap BO BpeMs CKaTHA JBIXATSHBHOTO MEIKA.

6.2 [Tapamerpr H XapaKTEPHCTHKH
Texnmgeckue xapakTeprucTHKH H3AETHE MPHBEACHE B Tabmume 3.

Tabmuna 3 — TexuudeckHe XapaKTePUCTHKH

PaaMepHuifi psa MEIIKOB ARHXATENHHBIX

Hamusenonanue napamerpa Jna
"o M- Hercxmii Bspocnsii
I Juoetomsmdt  ofseM  memmal o0 o150 | or15070450 |  or 600 20 1000
ARIXATENLHOTO, MJI »
2 O6beM MeIKa AEIXATENHHOTO, M 280 + 100 550+ 200 1500 = 200
3 O0BeM MEPTBOIO NIPOCTPAHCTRA MEMKA
7 20 65
ABIXATENIRHOIO, MJI, He Oonee
4 T'abapuTHEie pasMepHl  MeHKa 165x75, 180x100, 250140,
HBIXATEIHHOTO (A/IHHAX JAAMETD), MM ZOTMYCTHMOC
HOMyCTHMOE JOIYCTHMOE
OTKJIOHCHHE
OTKIIOHEHHe +20 £20 OTKNOHeHAe +20
3 F“G“p“x THEI® p"‘“‘xm":’:'m‘;“h:?’ BBOPE | 2 0x195x75, 642 ) 195"133’ 730x225x130,
[ I ’ AOIMyCTHMO® Aomy JOMYCTHMOE
OTKIIOHCHHE
OTKIOHeHHE £20 120 OTKNOHCHME £20
6 Macca u3nermsa B cbope, r, e Gonee 900
7 BpeMs mONHOrO pacnpaBlicHH MeInKa 1 1 2
JBIXATSNBHOIO, CEK., He Donee
8 Brmemmmli gmaMerp  Kianama 25,040,
OTpaHAYCHUSA JABJICHHUS, MM
9 BHyTpenmm#éi gmaM KIanana
TP 18,4+02
OTpaHUYCHHA JABJICHES, MM
10 Jlnena xpanaEa  oOrpaHMYCHUN 25.0£0,5
JABIIeHRA, MM
11
JlasnerEe OTKpbITEA KIANasa 3045 3550 40-60
OIpaHMvICHHA NABJICHAS, CM BOJ.CT.
12 Conporusnenne Ha BAOXe, He Gosee 5 cM Bog.CT. (mpH 50n/MuR)
13 ConpoTBienne Ha BHAOXE, He Gonee 5 cM Boa.ct. (mpr S0a/Mun)
14 O6nem
MeIllKa pe3epByapROro, ML, HE 1600 1600 2500
Gonee
15 TabapuTHBle DapaMeTpsl MemKa 270x195%0,16 270%195x0,16 295%x225%0,16
PE3¢pBYApHOTO JONYCTHMOE JONyCTAMOE JOIMYCTHMOE
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(ANMHaXNLIPYHAXTOMMLLHA), MM OTKNOHeHMe+10%  OTK/OHEeHWe OTK/IOHeHMe +10%

+10%
16 KoHHeKTOp nauueHTa no 1SO 5356-1:022/15 mm
17  BHewHwWi  guameTp  TPYOKM 6,0+ 0,2
KNUCOPOAHOMN, MM
18  BHYTpPEHHWA  AnameTp  TPYOKwu 40+0,.2
K1CNOPOAHOMN, MM
19 innHa Tpy6KN KNCIOPOAHOIA, MM 2000+150
20  YpoBeHb rPOMKOCTH LyMma, 0

co3faBaeMoro usgenvem gbA, He 6onee
21 abapuTHblE napameTpbl
poTopaclmnpuTens (4nMHaxanameTp), Mm
22 [abapuTHble pasmepbl  KanaHa
MNAOKB (annHaxgnameTp), Mm

82,4 X59,2, ponyctmoe oTK/o0HeHue £ 0,5

150 X60,5, gonycTmoe O0TKNoHeHWe + 2,0

»

23 MonoxutensHoe [laBfieHue,
co3gasaemoe KnanaHom [AKB, cm ot 2 o 20
BOJ.CT.
24 KOHUeHTpaums Kmucnopoa:

24.1 CKopocTb Mojaynm Kucnopopa, 15 15 15
n/MuH, He 6onee

24.2 4

acToTa AibIXxaHus, AblXaTesbHbIX 20 o5 1

ABVKEHWIA/MUH, He 60nee
24.3 O6bem Bfoxa, M, He 6onee 60 150 600
24.4 KoOHUeHTpauus Kucnopoga c
Menncom pesepsyapHbIM, %, He MeHee™*
24.5 KoHUeHTpaums Kucnopoga 6e3
MeLLKa pe3epByapHoro, %, He MeHee*
25 Macca Tena nauuneHTa, Kr He 60nee 10 ot 10 no 30 He MmeHee 40
* MeTogbl ucnbiTaHmin no MCO 10651-4, CTOUHMK KMUCopoda A0MKeH 06ecrneynTs He MeHee 85%
KOHLLEHTPaLMO KNCNOPOa B KMCNOPOA-BO3AYLLHON CMECH Mpy NOTOKe 2-8 N/MUH.

85

85

TexHNYecKMe XapaKTePUCTMKM MacoK AblxaTe/lbHbIX NPUBeeHbI B Tabnuuge 4.

_é 4 B
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1 — KonnekxTop nanuenTa
2 —Ilepexomuuk Jlyep-Jlox
A, B, C - rabapuTHne pasMepHl, yka3ausl B Tabnmue 4
Pucysok 3 -u300paxkeHne MacoK AbIXATENbHBIX CHIIMKOHOBEIX

Tabmana 4 — TexHuveckne XapaKTEPUCTHKH MAacCOK HBHIXATEIHHEIX
CHJIMKOHOBBIX
Pasmep Pasmep | Paamep | Paamep
Buz nencas KOHHEKTOpa, MM | A,MM | B, MM C, MM Maocs, r
1 JIngs HOBOPOXRAEHHKIX
. ep Ne0) @15 45+2 | 5542 85+3 | 10+0,5
2 I'pynmoii peGenok 13,3+0,5
( ep Nel) 15 5242 6512 100+5
3 Cranpapreas aerckas 23,6+0,5
( »2) 922 6012 7543 1155
4 Jlerckas (pazmep Ne3) Q22 70+3 9014 1355 | 28,9407
W M (pasuep o2 7543 | 10085 | 145:7 | 38607
6 Bapocnan L (pasmep Ne5) 222 81+3 110+5 1607 | 49,4+0,7

Texnmgeckue xapakTepucTHKH BO3yX0B0ja 'enesa mpuBenens B Tabmune 5.
Tabnuna 5 — TexHMYeCKHe XapaKTEPUCTHKH BO3AyXxoBoaa [enens

Braytpernuit | Bremmmii | [muna, | Macca, Jmzaa
Pasmep | nmmamerp, | zmamerp, | MM I, He | YKpeIUdIomero

MM MM Oonee | BKIANHINA, MM
. 000 5,0+0,2 10+0,8 4042 |2,57+0,4 38.0+2.5
00 5,5+0,2 11+0,8 50+£2 |3,9+0.4 48.,0+2.5

6,0603 11208 | 6023 |58204| 58,0£3,0
6,0:0.2 14:08 | 70:3 | 904 | 68,0430
6,5503 14208 | 80x4 [10,7:04] 78,0440
8,540,3 1520,8 | 90x4 [132:04] 88,064,0
8,003 | 17,5:08 | 100+5 [15,7:04] 98,0:5,0

BRI = O

6.3 MeToIkl H YCIOBUA CTEPHITHN3AIINHN, CPOKH COXPAHEHHS CTEPHIBHOCTH
H3genue - npemHa3HaveHO i MHOINOpPasOBOTO HCHONB30BaHHA (32
HCKIIIOYCHHEM KHCROpoaHOod TpyOKH M Melka pe3epBYapHOro), He CTepWILHO, MpH
MOBTOPHOM NPHMCHCHHM MEINOK ABIXATENBHEIN H JEIXaTeNHHAS MACKA NOIJIeXKAT

cTepunu3anmm. MemoKk pesepByapHsii M KuCHIOpogHas TpyOKa [FOBTOPHOM
o6paboTke He moanexar.
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Mocne WMCNONb30BaHUA MeWKa AblXaTe/lbHOro M MackKu  [bIXaTesIbHOMN
HEeo6X04ANMMO MPOM3BECTU [e3nHpeKUno npombiB nx B 0,25 % BOAHOM pacTBope
runoxnopmuta Hatpua NaOCIl - Bpems BblepXXKu 15 MUWH., 3aTeM MNPOMbITb B
ANCTUNNINPOBAHHOW BOAE W 3aTeM aBTOK/IaBMpOBaTb B TeyeHMe 15 MUHYT npwu
TemnepaType 134°C. MeLOoK AblIXaTe/bHbI U MacKa AblxaTe/lbHas BblAepXXUBAKOT [0
20 UMKIIOB CTepuUamn3auunm.

7 YKazaHua No NpMMeHeHUIo
7.1 O6LmMe NOMoXKeHNA
7.1.1 TMepen paboTon C wn3heMeM O03HAKOMbTECb C  MHCTPYKUMEA MO
NPUMEHEHWNIO.

7.1.2 WN3penve npefHasHayeHOo 419 UCMO/Ib30BaHUA NEPCOHaIOM, 06y4YeHHbIM
METO/MKe /IErO4HOM peaHUMaLNN.

7.2 TpeboBaHMsA 6e30MacHOCTM

7.2.1 Tlepen NpUMeHEHWEM WU3[e/IUA HEe0OXOAUMO O4YUCTUTL AblXaTeslbHble
nyTN nauneHTa.

7.2.2 Tlocne pacrnakoBkMm M COOPKM HeobXoammo 00s3aTe/lbHO MNPOBEPUTH
paboToCnoCO6HOCTb U3,

7.2.3 Heobxoaumo npoBepuTb  pabOTOCMOCOOHOCTL  K/amaHa, MyTeMm
HabngeHnsA, BO BpeMs peaHMMAaUMOHHbLIX MepPonpuATUIA, 3a AblXaTe/lbHbIMU
OBWXKEHUSMU TPYLHOM KIETKW, LBETOM KOXHbIX MOKPOBOB /MUa W C/IN3UCTOM
060/104KN TY06.

7.2.4 He nNpuMeHATb wn3fgenve nNpu HaM4yMnM B BO3AYXe TOKCUYUHBLIX WU
B3pblBOOMNacHbIX BewecTB! Ecnu annapat OyfeT 3acacbiBaTb ra3 M3  TaKoW
arMocgepbl U JOoNycKaTb ero BAblxaHWe nauuMeHToM, TO UCMOob30BaHWe arnnapara B
YCNIOBUAX 3arpsA3HEHHOM OKpY>XXaloLei cpefbl MOXET ObITb OMacHbIM, ec/in He
NPUHATL  Mepbl, TMPENATCTBYIOLLME TaKOMYy 3acacblBaHUIO WM BAbIXaHUIO,
HanpumMep UCNonb3oBaTb PUNLTP.

7.2.5 Tlpn BbICOKOW KOHLEHTpaLMn Kucnopoga - 3arpeLLeHo 1crnosib3oBaHme
OTKPbITOro njiameHn N KypeHus B6/IM3N U3LeIUA - 3TO MOXKET NPUBECTU K noxapy!

7.2.6 3anpewieHo UCNo/b30BaHMS Macia Uan cMaso4HbIX MaTtepunasioB B6/IM3N
KNUCNOPOAHbIX YCTPOICTB - 3TO MOXKET NPUBECTU K NoXkapy!

Y cTaHOBKa Cnocob NpuUMeHeHus
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8.1 C6opka n3penns

8.1.1 IIpoBepETe HENOCTHOCTH YIAKOBKA. AKKYPATHO H3BIIEKHTE H3Jelue.

8.1.2 IlommocTHIO pacpaBhTe MEIIOK pe3epBYapHRIii epell HCIOJIB30BAHHEM.

8.1.3 Cxumas MeIIoK IOBIXaTeJIbHBIH, BH3yaIlEHO IpOBEpETE
paboTOCIOCOOHOCTH K/IanaHa MalMeHTa.

8.1.4 CoezmHnTe KIanag NMalKEHTa ¢ IEPEXOAHHKOM ABIXaTENBHON MackH.

8.1.5 B ciydyae mnpoBeeHES peaHMMAalMH C HCTIONBE30BAHHEM XKHCIIOpOAA
NIONHOCTRIO PA3BEPHATE KHCIOPOAHYIO TPYOKY M NOACOCAMHHTE OJHH KOHHEKTOp
TpyOKH K HCTOMHMKY KHCIOpOJa, 8 APYroif K KHCIOPOAHOMY NOPTY Ha BITyCKHOM
KiIanaHe ARXaTeNbHOro Memka. [lojicoefuunTe pezepByapHElii MEIIoK.

8.1.6 YcTraHoBMTE ypoBeHb MOJauM KHCHOpoAa He Gosee 15 n/mMuH MM No
YKa3aHHIO Bpada. .

8.2 IlpoBepka paGoTocnOCOOHOCTH
3akpoiiTe KIamaH OrpaHHYEeHHMA JABJICHHdA, 3a0NokMpy#Te CoeAUHEHHE
KIAaHa nanHeHTa GonpmuM nansieM. [loanecHe HaoONHEHHEIN CXKATHIM BO3AYXOM
MEIOK JBIXAaTeNLHBIA X yXy. CoXMHTEe MEINOK, MEmIOK Ha OLIynb AOCKEH OHITh
AECTKAM, 3ByKa YTEUKH He RO/mKHO ORTh cnbimHo. OTkpoiite KnanaH orpaHHYeHAS
JaBieHHs. YOepure Gonpmoll mnanen ¢ KilanaHa NAOAEHTa, COXRMHTE MEIIOK

AbIXaTeNbHLIA, AODKeH OKITH CIEINEH 3BYK IPOXOXACHMA BO3/yXa depe3 KIAanaH
TIalMEeHTa.

8.3 Cnocob npuMeHeHHs
. 8.3.1 OTKpHTH POT MAIMEHTA, OYHUCTUTh ABIXATEJIBHEIE IIYTH OT HHOPONHRIX
APEAMETOB M KHAKOCTH. PekOMeHAyeTcs HCTIONB30BATH PEaHMMAIMOHHELA oTCOC.
3aNpOKUHYTH TIONOBY NalMEHTa Ha3a] M BHABHHYTH HIDKHIOK 4eJIOCTH A0
MAKCHMAJIBHO MOJIHOIO BHIIPAMIICHHA INEH U OTKPRITHA ABIXaTEJILHBIX IMyTek.

B cmyuanx, koraa He yzAaercd OTKPHTh pOT MNAIMEHTA, MCIONL3YyHTe
POTOPACIMHpHTENL: OTTAHYB YIONOK PTa H INEKYy K HH3y BCeTashre Y3kui Kpait
POTOPACIMHPHTENA MEXAY KOPEHHRIMH 3y0aMH W BBOPAYHBAIOIAM ABHXXCHMEM IO
4aCoBOH CTpeNKe YBEIHIHBaeM pacCTOSHAE MEXAY BepXHelH M HIDKHEH JeIOCTHIO.

8.3.2 Ina Gonee aneKBaTHOM BEHTHIALMHM pEKOMEHAYETCH YCTAHOBHTH
BO3yXOBOJ.
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8.3.2.1 Beenure BO3AYXOBOA B POTOBYIO HONOCTH H30THYTOM CTOPOHOM K
A3EIKY.

8.3.2.2 Korza BO3MyXOBOA AOCTHTHET 33AHEH CTEHKH ITIOTKH, pa3BEpHUTE €ro
Ha 180° — OH MpIWXMET KOpeHb A3HKA H HAATOPTAHHHK, CO3RaBas CBOGONHYIO
IIPOXOAHMOCTE ARIXaTeNbHEIX NMyTeH. KpuTepreMm NpaBUIBbHOTO MONOXKEHHA H3ACIHL
ABJAIOTCE CBOOONHOE CNOHTAHHOE MABIXaHHE M OeCTPENATCTBCHHAd BEHTHIALMA
JIETKHX.

8.3.2.3 Y6eautech, 4T0 BO3AYXOBO/ HE CABHIAET S3LIK HA3AX M TEM CaMBIM He
NepeKpHIBACT ANXATENBHEIC Iy TH.

8.3.3 Kperxo nprmxMuTe AbIXaTeJbHYIO MACKy K JIHIY IalHeHTa, 3aKpHB pOT
H HOC, MAKCHMAJIEHO 3alIPOKUHETE IONIOBY, MPHAEPKUBAA HHKHIOK HYENMIOCTh TOH XKe
PYKOH, KOTOPOH IEPKHTC ABIXATENBHYI0 MACKY. AKKYPaTHO cCXuMaiite Memok

@  xarensussi m HabmonaiiTe 3a pacMpenMeM rpYAHON KISTKH.

8.3.4 Ocnalere faBneHne Ha MEIIOK JBIXATENBHEIM H JalTe rpyaHoli KneTke

onacTs. [Tosropsiire 12-20 pa3 B MuUHYTY, ¥ Aeteii — 30 pa3 B MEHYTY.

Ecou Bu  omymaere HapacTaHHe CONPOTHRICHHS, MOpOBEPETe

NMPOXOAHMOCTh ABIXaTENBHEIX NyTek HIM NPABAILHOCTE TONOXCHHS

FOJIOBE nalueHTa. Ecnm ¢ moMOmBI0 M3AENHs HE YAAeTCA AOCTHIHYTH
8NCKBATHOH BEHTH/IAIMM, HEMEOJNEeHHO IepeXOuTe K 3JKCIMPATOPHOH
MeToaHKe (POT-B-POT, POT-B-HOC).

8.3.5 Ecnm y maumenTa BO BpeMA MACOYHOH BEHTHINIMH Ha9HHAETCA PBOTA,
. HeoOXOAHMO HeMEeJUICHHO OYMCTHTh ABIXAaTENbHBIE IYTH, 38TeM HEeCKONBKO pAa3
TIOAPAN CKATh MEIOK ALIXATENLHEIM JO BO3OOHOBICHHA HOpPMaNbHOM PHTMHYHON
BEHTWIAIAH.
8.3.6 lna Memxa AEIXaTeNLHOrO B3POCIOIO pasMEpHOTO pAda, HeOGXoaMMo
YCTaHOBHTE KJIaNaH OrpaHHYeHHs JaBiieHua Ha 60 cM BOJ.CT.
8.3.7 ina MemKka JRIXAaTENLHOTO HEOHATANBHOIO H TNEAHATPHYECKOIO

Pa3MEPHOTrO pAna, HeoGXOAMMO YCTAHOBHTH KJANaH OrpaHMYeHMs AapneHus Ha 40
€M BOJ.CT.

A IIpa oTKpEITOM KiIanaHe MOXeT GHITh CIBIICH IIMNAIMMiA 3BYK.
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Y HEKOTOpHX NAIMEHTOB BHICOKOE NABNCHWE NPH BEHTHIALMH, MOXKET
BEI3BATH NOBPEXJICHHE JIETKHX MIIH pa3fyTHe XKeJTyAKa.

8.3.8 Ilpn HeoOXOMMMOCTH YBENMYHMTL HaBICHWE, HCOOXOAHMO HAKATH M
IOBEPHYTH KHONKY BO BPEMA CXXaTHA MEINKA JBXaTeILHOro — KialaH OTKIHOYEH.

8.3.9 OrperynupoBaTs ypoBeHb NOAATH KACJIOPOAa cornacHo Cnenudaxanum
HITH 110 METMIMHCKMM NIOKA3aHHAM.

8.3.10 Iocne 3aBepiIeRHs HCTONL3OBAHMUA H3BIICYD H3MIEHE B COOTBETCTBHH C
MEeAMIHHCKAMHA PEKOMEHAIMAMH H MPOTOKONAMH.

8.3.11 Ilepen NOBTOPHBIM TPHMCHEHMEM MNPOU3BECTH MAC3MHPEKIMIO H
CTEpHIM3AIIHIO H3/Ie/IHs B COOTBETCTBHH C I1. 6.3 HACTOAIIEro pYKOBOACTBA.
8.3.12 Hicnons30BaHHOE H3/IEIHE MOUTEKHT Y THIH3AMHUY.

9 Texandeckoe 00CHyXUBaHHE, TEKYLIHI PEMOHT
Hanenne TexHIUecKOMY OOCIy ) KABAHUIO H PEMOHTY He TOMIEKHT.

10 KommnekxrHOCTB
KommnexT nocTraBkd H3eNns NpeacTasied B Tabimue 6.
Tabmana 6 — KoMnnekT mocTaBku

HamMeroBanne KonyuecTno, mT.
1. Armapart HcKyccTBeHROM BEHTHIISITHE JIETKHX PYUHOif,
B3POCJIKIA, B COCTABE:
— MEIIOK ARIXATEILHRIN BIPOCITEIA;
—MaCKA CHIMKOHOBad JHIXATS/IbHAi B3pociad,
pasneprl: Ned, NeS;
. ~ KJIAAH DAECHTa; :
— xnanan IIIKB (PEEP) (npr BEeobxX0AMOCTH);
— KACHOopoREas TpyOka (mpa HeoOxommMOCTR);
— MeIoK Pe3cpBYAPHEI! 2500 (npu
HEOOX0MMOCTH);
—po3ayxoson I'enens, pasmeper: 2, 3, 4 (upm
Heo0X0AMOCTH);
— POTOPACIHPHTENS (IpH HeOGXOIAMOCTH),
- NOoTpeOHTENbCKAN YIAKOBKA (ILTACTHKOBLIM GOKC ¢
IpO3pavHON XPHINKOH H pyIxoi JUId MepeHOCKH)
~ PYKOBOACTBO IO IKCIUTVATAIEH
2. Anmapar ECKyCCTBEHHO# BEHTAIINIAH JSTKHX PYIHOH,
HeTCKHM, B COCTABe:
— MEIIOK ALIXATCIbHbIN NCTCKAH; 1
—MACKA CHIMKOHOBAd MJBIXATENRHAA JICTCKad,
pazMephl: Nel, Ne2, Ne3;
— KJIATIaH NAHEHTA; 1

pa—y P | it | N Yt

— ] = | I
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— ianad [IIKB (PEEP) (nmpn neob6XoaaMOCTR); 1

— KACKopoxHas Tpy6xa (npH HeoOX0HMOCTH);

= MCIIOK pe3epByapHBI 1600 (opu

HeOOXOXHMOCTH);

- Bo3gyxosoa ['eaens, paameprr: 000, 00, 0, 1, 2,

3(mpa meobxomMocTH);

— POTOPACUIHPHATENH (PR HeoOXOAMMOCTH).

— noTpebATENHCKAS YNIAKOBKA (IIACTHKOBED] GOKC ¢

IpO3payHOd KPEINKOM H pydxoif JUId HepeHOCKH)

— PYXOBOACTBO IO 3KCIUIVATAIUEA 1
3. Ammapar HcKyccTBeHHON BEeHTHNAUWH NCTKAX pyvHOH,
AN HOBOPORAEHHEIX, B COCTABE:

— MEINOK AHXATENLHLIN /19 HOBOPOXKASHHEIX;

— MacKa CHAHKOHOBAR ABIXATEbHAA s

HOBOPOXAEHHRIX pasMephl: Ne0, Nel;

—c

I

— f— ] N

p— bnad | pt | s N [w—y

— KIRUAH TAIMEHRTA; "
. — xnamas [IKB (PEEP) (npr Heo6xomaMocTH); '
— KHCIopoaHas Tpy6xa (nph HeoOXOAAMOCTH);
— MEIIOK pe3cpByapHEIit 1600 (opr
HeODXOMAMOCTH);
- Bosgyxoeoa ['eaenn, pasmepsr: 000, 00, 0 (npm
HEOOXOMMMOCTH);

— POTOPACIIEPHTEID (TIpH HEOOXOAHMOCTH ).

— IOTpeOHTENLCKAS YIIAKOBKA (ILNACTHXOBEIE GOKC C
HPO3pAYHOH KPHINKOM B PYIX0H 18 NEpeHOCKH)

— PYKOBOACTBO 110 SKCILTYATAIIMH

ot | ot |t

11  VYnaxoska

Kaxnan cocrapHas 9acTh M3JENHSI, 3a MCKIIOYEHHEM MeINKa NBIXaTelbHOIo,
AokHa ORITH ymakoBaHa B HHAMBHAYaNLHEIA makeT W3 mommsTwieHa. Kpad maxera

. 3aKPEIIAIOTCA PAa3IMYHBIMM THINAMM 3aCTeXeK: KIEeBHIM KIANAHOM, 3HI-JIOKOM,
CKOTYEM WM 3aIaHBAIOTCA.

CocTaBHHE H3ZENMA YNAKOBHBAIOTCA B ILUIACTHKOBHI GOKC ¢ Ipo3pavHOR
KPHIIKOH M PYYKOH JNIA IEpeHOCKH, BMeCTe C PYKOBOACTBOM IO SKCIUTyaTalWH.
I'abapuranie pasMepl IUIaCTHKOBOIO Gokca  (WMHaXIMMpHHAXBHICOTA), -
270x160%140 MM, nomycTHMOe oTKIOHeHHe +20 MM. Macca Gokca 0,9 +0,1 kr.

ITnacTHKOBELA 6OKC YIAKOBLIBAIOT B NaKeT U3 NOJA3THICHA H YKIAABBAIOT 1O
12 mrr. B TPRHCHIOPTHYIO YIIAKOBKY, NPEACTARISIONIYIO co00i KapTOHHEIH KOpob.

12 Mapkuponka
12.1 Ha xnanan orpanndeHns NaBICHAS HAHOCHTCH MAapKHPOBKa C YKA3aHAEM
NOAJCPKHBAEMOr0 JGBICHHS, Ha MEMOK JhIXaTeIbHHH — pa3Mep MEmKa, Ha
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ABIXaTeNBHYIO MacKy — pasMep MakCH, Ha MEILIOK pe3epBYapHEIA — HAHMEHOBAHHE H

obneM.
12.2

Ha nmacraxoBrid OOKC AnA XpaHeHMs H NEPEHOCKH, JOMMKHA OHITH

HAHCCCHA CIICAYIOmAT MAPKHPOBKAa:

HAMMCHOBAHHE H/MNM TOBapHBIM 3HAK INPOW3BOAMTENA H €ro aupec
(0603HaYEHO COOTBETCTBYIOIIAM CHMBOJIOM);

HaUMCHOBAHUE yIIOJIHOMO‘leHHOﬁ OpraHf3aniil MNPOU3BOAHTCIA H
KOHTAKTHEIC JaHHEIC,

HAMMECHOBAHHE U3ACIHA;

pasMep H3zenns;

AaTa M3roTOB/ICHUA (0003HAUEHO COOTBETCTBYIONAM CHMBOJIOM);

A8Ta HCTEYEHHA CPOKAR TOAHOCTH (0003HA4YEHO COOTBETCTBYIOWMM
CHMBOJIOM);

KOJl NapTHH (0003HAYEHO COOTBETCTBYIOIMM CHMBOJIOM);

HOMEp [0 KaTaJory;

Hammuch: «He crepunnao»;

MPENYTIPEXKACHHE O HEOOXODMMOCTH OOpAaTHTBCA K PYKOBOACTBY IO
IKCILTyaTalH (0003Ha9E€HO COOTBETCTBYIOUIMM CHMEOJIOM);
NpeAyNpexCHHe O HE HCNONB30BAaHHH M3JECNMA OPH MOBPEKACHHH
ynakoBKH (0603Ha9€HO COOTBETCTBYIOMMM CHMBOJIOM );

o6ozHa"enAne yCAOBHI XpaHeHHS;

HOMED H J]aTa PerHCTPallMOHHOTO YAOCTOBEPECHNAA.

MapKkHpoBKa TPAHCIIOPTHOH YIaKOBKM COSPKMT:

HaUMEHOBAHHE W/WIH TOBApHAIH 3HaK NPEeINPAATHI-A3TOTORHTENA;
HAUMEHOBAHUE H3NCIHA,

rofl H Mec4Il yNaKOBHIBaHMA;

obo3HaueHne yCNOBHI XpaHeHUs B TPABCTIOPTHPOBAHHA.

O603HaveHHA HaHECeHARIX CHMBOJIOB MpABEACHK B Tabimuue 7.
Tabmuna 7 — O603Ha9eHHe HaHECEHHBIX CHMBOJIOB

H3o6paxenue

Obo3ra49eHre CHMBOTA
CHMBOJIa

I-OT Kon mapruum
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REF Homep no katanory

1 N\ Jarta n3rotosneHus

-
I J 3roToBuTENb

Wcnonb3oBaThb A0 ..

i O O6paTnTech K MHCTPYKLMN MO NPUMEHEHNIO
e
(§ ) He ncnonb3oBaTth Npuv NOBPEXAEHUN YNAKOBKU
/ He cTepunbHO
non\
/8TERIl.e\
f bepeyb OT BRarun

He nonyckaTtb BO3A€ACTBUS COMHEYHOMO CBETA

TemnepaTypHbIii AranasoH

13y cnoBusa akcnayaTaumu
N3penve NpuMeHSAOTCA B MOMELLEHUAX WM Ha OTKPbITbIX MOBEPXHOCTAX NpU
CNeayrLWmx KIMmMaTUyecKmx ycnoBuax:

Temnepatypa Bo3gyxa ot 0°C go natoc 50 °C;
o*c
95%

Q OTHOCUTE/IbHAsA BNaXXHOCTb Bo3ayxa oT 40 o 95%;

S

A%
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06,7xMa

@ atMocdepHoe nasieHue 84,0-106,7 xI1a (630-800 mm pT. cT.).

84,0uMa

14  TpancnopTupoBaHHE

YnakoBaHHOe H3AeNHMe TPAaHCHOPTHPYIOT BCEMH BHIOAMM  3aKpPhIThIX
TPAHCIIOPTHEIX CpEACTB, B COOTBETCTBHM C TMpaBHJIaMH II€PEBO30K IPYy30B,
JEACTBYIOIIMMH Ha JaHHOM BHJIE€ TPAHCIIOPTA.

H3penue TpaHcnopTHpyeTcs NpH COOMIOAEHHH CIEAYIOMMX KIMMaTHYECKHX
YCIIOBHSAX:

+60°C
X TeMineparypa Bo3gyxa ot MuHyc 40 no noc 60 °C;
-40°C
95%

OTHOCHUTENIbHASA BIAKHOCTDh Bo3ayxa oT 40 mo 95%;

40%

06,7xNa
atMocdepHoe naBnenue 84,0-106,7 xI1a (630-800 Mm pT. cT.).

84,0xNa

15 Xpanenue
HU3genue xpaHWUTCA B  3aKpHITBIX MNOMELIEHHUSX TNPH  CIEAYIOMMX
KJIMMaTH9ECKHX YCIOBHAX:

+60°C
X TeMIIepaTypa Bo3ayxa otr MuHyc 40 xo mmoc 60 °C;
-40°C

95%
OTHOCHUTENbHAA BIAXHOCTh Bo3ayXa oT 40 mo 95%;
40%

06,7xNa

@ atMocdepHoe nasnenue 84,0-106,7 xI1a (630-800 MM pT. CT.).

84,0xNa

XpaHHTh H3AeNHMe HeoOXOAMMO BNANM OT HarpeBaTeNbHBIX ITpHOOPOB, B
3aIUILIEHHOM OT COJIHIA MECTe.
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16  T'apanTmiiHBIe 06A3aTeNBECTBA

ITpousBoauTenh rapaHTHPYeT COOTBETCTBHE M3JINIMM  3adBICHHBIM B
AOKyMEHTAIIMH MOKa3aTeIsiM KaueCTBA U XapaKTEPUCTHKAM IPH COOJIIOAeHUH MIPaBHII
TPaHCIIOPTHPOBAHHUS H XpaHEHHS B TEYEHHE BCETO CPOKa FOAHOCTH.

IIpousBoaMTenh HE HECET OTBETCTBEHHOCTH 3a CIyYaiiHBIE MM KOCBEHHLIE
yOBITKH, yIep6 WM pacxofbl, MPSIMO HIIM KOCBEHHO CBS3aHHLIE C HCIOJIb30BaHHEM
HAHHOTO H3JeNHsA; HE HeCeT OTBETCTBEHHOCTH B OTHOIIECHHM H3JEIIHIA,
NOABepracMuIX MOBTOPHOH 06paboTke HIIH CTEPHITH3ALNH, HCIIOIB3YEMBIX IOBTOPHO,
MOJBEPraéMbIX BO3NACHCTBHIO KIHMMATHYECKHX H MeXaHHYeCKHX (PaKTOpOB IpH
TPaHCIIOPTHPOBAHMH M XPAHEHHH, OTIMYHBIX OT YKa3aHHBIX B JOKyMEHTalHH
NIPOM3BOAMTENA, M HE JaeT HHKAKMX rapaHTui, ABHRIX HJIH TNOApa3yMeBaeMhIX,

‘ BKJIIOYasd, IMOMMMO BCEro IpOYEro, TrapaHTHH KOMMEPYECKOro KadecrBa H
MPUTONHOCTD JUIS MCITOJIb30BAHMS 110 HA3HAYEHUIO B OTHOIICHWH TaKHUX M3/CIIHA.
Cpok roaHocTH H3eNus — 3 roJa OT JaThl IPOU3BOACTBA.
Cpoxk xpaHeHHs u3ienus — 3 rofa ot AaThl IPOH3BOACTBA.

17  Tlopsmox ocymecTBIEHHS YTHJIM3AUMH U YHHUUYTOXKEHHS MEIHUIHHCKOTO
u3genus

Ilocne TmpUMEHEHHs M3fAeNHA IO HA3HAYEHMIO OHO JAOKHO OBITH
YTHIN3HPOBaHO, KaK MOTEHI[HAILHO OMacHbIe OTXOARI Kiacca b.

IIpy ucTeyeHMM cpoka TONHOCTH W/WIHM HAapyIIEeHWH LEJOCTHOCTH
repMETHYHOH YNAaKOBKM MEIULMHCKOE H3ZENHE AOJKHO OBITh yTHIM3HPOBaHO Kak

‘ MEIHIMHCKHE OTXO/bI Kiiacca A.
Yrunusauus npoussogutcs B cooTBeTcTBHH ¢ CanlluH 2.1.3684-21.

18  KonrakrHas undopMaums

B cirydae BO3HMKHOBEHHSA BOIIPOCOB, CBA3aHHBIX C NMPHMEHEHMEM H3JENHs, a
TaKXKe IPH BO3HHKHOBEHHUH MpPETEH3HH K NPOHM3BOIUTENIO, NOTPEOMTENs MOXET
o0paTHTHCS 110 YKa3aHHOMY afIpecy:

YoTHOMOY€eHHas OpraHU3aLus 10 BONpocaM KayecTBpa:

O6mecTBo c orpaHMYeHHOM OTBeTCTBeHHOCTHIO «APMEIUKA» (00O
«APMEJIUKA»), Appec: 620075, Poccus, r. Exatepunbypr, ya. IlleBuenko, a. 20,
nomemenue 7, Ten.: +7 (343)-286-42-73, E-mail: zakaz@yukigroup.ru , Caiir:
yukigroup.ru.
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IIpunoxenue A
CeenieHHA 0 HOPMaTHBHOM JOKyMEHTALUH
Ilepeyennr npAMeHseMbIX MEXKAYHAPOAHLIX CTAHAAPTOB
- EN ISO 13485:2016 H3nenus wmeauumuckue. CHCTEMBI MeEHEIKMEHTa
kadecTBa. CHCTEMHBIE TPeGOBaHHS A LieNeil peryTHpOBaHHS;
- HupexktuBa Cosera EBponmi 93/42/EEC (ceprudpmxar Ne G2063744 0018,
JeicTBHTENEH A0 «26» 05 2024r.;
- EN  1041:2013 HHudopmauus, NOArOTABIMBaEMas  H3rOTOBHTENEM,
COMNPOBOXJaroImas MeJULIMHCKIE PUOOPHI;
- EN ISO 14971:2019 Medical devices. Application of risk management to
medical devices (M3pemus memuumuckue. IIpuMeHeHHé MeHEDKMEHTa pHCKa K
’ MEIHLIMHCKHM H3AENIHAM);
- EN ISO 10651-4:2002 Anmapatbl HCKYCCTBEHHOH BEHTHIALIMH JIErKMX
MeauuMHCKHe. Yacte 4. YacTHele TpeGoBaHHA 6€30MacCHOCTH C YYETOM OCHOBHBIX
GYHKUMOHANBHBIX XapaKTEPHCTHK K allnapaTaM HCKYCCTBEHHOM BEHTHJISALIMH JIETKHX
IJI OXKUBJIEHHA C PYYHBIM MPHUBOJIOM;
- EN ISO 10651-5:2006 AmnmapaTsl HCKYCCTBEHHOM BEHTHISLMM JIETKHX
MeauuuHckHe. Yacth 5. YacTHele Tpe6oBaHHA 6€30MacCHOCTH C YYETOM OCHOBHBIX
GYHKIMOHAJIBHRIX XapaKTEPUCTHK K aNMapaTaM MCKYCCTBEHHOH BEHTHJISALMH JIETKHMX
UL O)XKHMBJIICHHS,
- EN ISO 5364:2016 O6GopynoBaHue JUIi aHECTE3HM M HMCKYCCTBEHHOIO
Aeixanus. OpodapuHreanbHble BO3yXOBOARL;
‘ - ISO 10993-1:2018 Ouenka 6uonoruyeckas MeAULMHCKHUX u3penuit. Yacts 1.
OneHka ¥ UCTILITaHUA B paMKax [Ipoliecca MeHeXKMEHTa PHCKa;
- ISO 10993-5:2009 Ouenka 6uonoruyeckas MeAULUHCKUX YCTPOUCTB. YacTs 5.
HcneiTaHus Ha HHTOTOKCHYHOCTH B IPOOHpKE;
- ISO 10993-10:2010 Ouenka Guonoruyeckads MeOHLMHCKMX w3zenuii. YacTs
10. ITpo6u1 Ha pa3apakeHHe M AJUIEPrHYECKYIO PEaKLUIO KOXH;
- EN ISO/TS 17665-3:2013 Sterilization of health care products - Moist heat -
Part 3: Guidance on the designation of a medical device to a product family and
processing category for steam sterilization (CrepwiM3alHs MeXHIMHCKOM
npoxykuud. Bnaxnoe temno. Yacts 3. PykoBoACTBO IO opeeieHHIO MEQUIIMHCKHX
H3JEIHA B CeMeHCTBa NMpPOOYKTOB M Kareropuv oOpaGOTKH NpH CTEpHUIH3aLMH
napom);
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EN ISO 17664:2017 Processing of health care products — Information to be
provided by the medical device manufacturer for the processing of medical devices
(ObpaboTka MegUMUMHCKUX  u3dennim —  uHopmauus, npegocTa./isiemMas
NPOUN3BOANTENEM MEANLMHCKUX U3LeNTNI AN 06paboTKN MeLULMHCKUX U3LeNnii);

Ceptudgmkat cootBeTcTBUA I1ISO 13485:2016, pernctpaumoHHblii Ne Qe 063744
0017, paTta Bblgaun «01» 10 2019 r.

[NepeyeHb CTaHOAPTOB, MPUMEHSIEMbIX Ha TeppuTopnKn Poccniickon deaepaunmn
- IOCT P MO3K 62366-1-2021 «W3penua megnmumHckme., Yactb L
MpoeKTUpoBaHME  MeAUUMHCKUX  U34eNui ¢ y4eTOM  3KCrJslyaTaumoHHOM
NPUTrOL4HOCTU.

- FOCT P 50444-2020 IMpwubopsbl, annapaTbl 1 066pyaoBaHMe MeAULIMHCKOE.
O6wme TeXHNYECKNe TpeboBaHNSA

- FOCT P NCO 10651-4-2015 Annapatbl MCKYCCTBEHHOW BEHTUNALUN NErKnx
MeanunHcKue. Yactb 4. YacTHble TpeboBaHUA 6€30MacHOCTU C YYETOM OCHOBHbIX
(hYHKLMOHA/IbHbIX XapaKTePUCTUK K anmnapaTaM UCKYCCTBEHHOM BEHTUMALMN NErKnx
AN OXKUBJIEHUA € PYYHbIM MPUBOAOM

- TOCT P NCO 10651-5-2015 AnnapaTtbl MCKYCCTBEHHOW BEHTUNALUMWN NErKMX
MeanunHcKue. Yactb 5. YacTHble TpeboBaHMA 6€30MacHOCTU C YYeTOM OCHOBHbIX
(DYHKLMOHA/IbHbIX XapaKTepUCTUK K annaparaM UCKYCCTBEHHOW BEHTWUIALMN NErKnux
LN OXKVB/EHUSA

- TOCT 31057-2012 AnnapaTbl WCKYCCTBEHHOW BEHTWIAUMN JIErKUX [N
OXXNBMEHUS
- NMOCT P WNCO  15223-1-2020 W3pgenna  meAnuuHCcKMe.  CUMBObI,
NPUMeEHSEMble MPU MapKMpPOBaHUN Ha MeAULUNHCKUX WU3[eNnnax, 3TUKETKax U B
COMNPOBOANTENBbHON AOKYMeHTaumKn. Yactb 1. O6uime TpeboBaHMS

FOCT ISO 10993-1-2011 WM3penuna megnumHckue. OueHKa 6M0M0rMyecKoro
AENCTBUSA MeANLMHCKUX n3genmin. Yactb. 1.0ugHKa 1 nccnegoBaHms
- NOCT P WCO 10993-2-2009 WU3pgenua  meanumHCcKMe.  OueHKa
OMONOrMYEeCKOro [JencTBuUs MeAMUMHCKUX un3genuii. Yactb.2. TpeboBaHMA K
06paLLeHNIO C XXMBOTHbIMU
- FOCT ISO 10993-5-2011 W3pgenust megnumHckue OueHKa 6Mon10rnyeckoro

[EeACTBUSA MeAUUVHCKNX un3genuid. Yactb.5. VccnegoBaHna Ha LMTOTOKCUYHOCTb:
MeTOAbI «in Vitro»
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roct ISO 10993-10-2011 W3penus meamumHckume. OLeHKa 61M0N0rnmyecKoro
NENCTBUA MeaUUMHCKUX un3gennid. Yactb. 10. VccnegoBaHusi pasfpaxkaroulero w
CEeHCUOUTN3NPYIOLLENO AENCTBUS
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Ilepesoo g, cma evinonnen nepesoduuxom LLloun60dosoii Mapxabo Ilaiuanbeesnoii.

Poccniickas ®enepanud
I'opoa Mocksa
JlessTOrO0 anpejig ABe THICAYH ABAAUATEL YeTBEPTOro roja

51, Monceesa Jlunus BnaauMupoBHa, HoTapHyc ropoaa MoCKBbI, CBHAETEIBCTBYIO NOJUTHHHOCTD
noxmucH nepesonduka IllonnGonoso#t Mapxa6o INafimanGeesHn.

IMoan®ce caenaHa B MOEM IIPACYTCTBHH.

JIE9HOCTH NOANMCABIIETO JOKYMEHT YCTaHOBJICHA.

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



