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tificial manual breathing unit AMBU YUKIgroup, of different
referred to as the device), .

¢ artificial manual breathing unit for adults consists of*
for adults.
mask for adults, sizes: No.4, 5.

~ PEEP valve (in necessary).
~ OXygen tube (if necessary).
~ reservoir bag 2500 (if necessary). -
= Godel airway, sizes: 2, 3, 4 (if necessary).
’ — mouth expander (if necessary),
— consumer packing (plastic box with transparent lid and carrying handle).
—~ operational manual.
Short name: Non-reusable AMBU bag for adults

2. Non-reusable artificial manual breathing unit for children consists of:
— breathing bag for children.
— PVC breathing mask for children, sizes No. 1, 2, 3.
— patient valve.
~ PEEP valve (if necessary).
- oxygen tube (if necessary).
— reservoir bag 1600 (if necessary).
* - Godel airway, sizes: 000, 00, 0, 1, 2, 3 (if necessary).
~ mouth expander (if necessary).
— consumer packing (plastic box with transparent lid and carrying handle).
~ operational manual.
Short name: Non-reusable AMBU bag for children.

3. Non-reusable artificial manual breathing unit for newborns consists of:
— breathing bag for newbomns.
— PVC breathing mask for newborns, sizes: No. 00 (42 mm), No. 0, 1.
— patient valve.
~ PEEP valve (if necessary).

— oxygen tube (if necessary).

t

|
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bag 1600 (if necessary).
el sirway, sizes: 000, 00, 0 (if necessary).
mouth expander (if necessary).
- pomsumer packing (plastic box with transparent Hd and carrying handle).
- operational manual.
Short name: Non-reusable AMBU bag for newbotns

2 Information about the medical device manufacturer

Xiamen Compower Medical Tech. Co.; Ltd.

Unit 301, No. 16 Xianghong Road, Xiang'an Torch Industrial Zone, Xiamen,
361101, China

Tel. +86592 5799319, Fax: +8659 5796765, e-mail: sales-

’ compower@cpmedi.com, web-site: http://www.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 (ALYV) during
cardiopulmonary resuscitation (CPR) in newboms, children and dults with unstable
breathing,

The product is a non-invasive device and is used exclusively for temporary
ventilation due 1o the absence of any monitoring of the delivered volume of air,
monitoring of pressure in the respiratory tract and the fatigue of the process.

Principle of operation is based on the forced supply of air to the tungs through
the facial mask by manually compressing the ventilation bag. and 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, intensive care units, during internal movements of the patient and
incidents with mass casualties.

5 List of indications for use, contraindications, possible side effects
3.1 Indications for use, contraindications for use, possible side effects
5.1.1 Indications for use:
- artificial myoplegia in a complex anesthetic aid and in intensive therapy
of convulsive. hyperventilation and hyperthermic syndromes,
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kypoventilation due 10 disorders of the central regulation of
u {clinical death, cerebrovascular accident, brain damage, #tc.).
or hypoventilation due to a violation of the mechanical apparatus
..... sespirstion (respiratory muscle damage, pneumothorax, including
surgery, efc.).
m respfratory failure due to restrictive and obstructive hung lesions,
: panied by increased work of the respiratory muscles that absorb a

lﬂtofoijrgen

5.12 Contraindications to use;

= ‘tense pneumothorax, or mediastinal emphysema without decompression
and drainage,

- moderate or more serious hemoptysis.

— Ssevere case of lung cyst or bullous lung disease.

— hypovolemic shock without replenishing the volume of circulating
blood. '

- scute myocardial infarction.

- suffocating respiratory failure caused by inhaling a foreign body.

5.1.3 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 chikiren: — 1 pcs.
- breathing bag for adults: - 1 pes.
~ PVC breathing mask, sized: No. 00 (42 mm), 0,1, 2, 3,4, 5 — from2 to 3
pes.
— patient valve - 1 pcs.
— PEEP valve (if necessary) - 1 pcs.
~ oxygen tube (if necessary) — 1 pcs.
— reservoir bag: 1600 or 2500 (if necessary) — I pcs.
— Godel airway., sizes: 000, 00, 0, 1, 2, 3, 4 (if necessary) - from 3 to 6 pes.

5
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expander (if necessary) — 1 pcs.
tic box with transparent lid and carrying handle).

operational manual,
appearance of the device is shown in Figure 1, a schematic image is in

Figure 1 - The appearance of the device
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breathing bag

patient valve

h expander PVC breathing mask

Figure 2 — A schematic image of the device

The product is intended for one-time use in one patient, it is not sterile, is not
subject fo repeated sterilization.

The breathing bag is a self-expanding PVC bag with an outlet valve 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.

PEEP valve is used for menitoring of pressure in the patient lungs.

The reservoir bag is designed to save oxygen during ventilation..
The PVC breathing mask is equipped with an inflatable cuff with a nipple
‘ valve and a Luer adapter.
Oxygen tube 2 m long with a star-shaped inner 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.
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sirway helps to ensure the passage of air into the respiratory tract..
... keep the patient's airways open so that the tongue (partially or
does not cover the epiglottis cartilage, which could make it difficult for
» breathe. '
The Godel airway has a bite block with a color designation of the dimensions
in Table 1, which is designed for easy identification, prevention of biting
_ _ . airway. It is made of two compatible materials with different
properties — polyethyiene and polyoxymetelene, connected during casting, with
different properties: the inner solid to stiffen the structure and the outer plastic to
prevent tooth damage.
Table 1 - Color coding of the dimensions of the Godel airway

100 4

the patency of the respiratory tract in life-threatening conditions.
The PEEP valve provides positive pressureattheendofexlulation«—itisan
auxiliary means of Jung ventilation to maintain the vital capacity of the lungs. At the
endofexhalaﬁm,l’BEcheatesapressureof2to20cml-120tocozmtemctpassive
emptying of the lungs and maintain airway pressure above atmospheric. Thus, the
introduction of PEEP can open destroyed or unstable alveoli and increase lung
capacity and gas exchange surface area.

If it is necessaty to perform an ALV with the use of an additional volume of
oxygen, the device is connected to an oXygen cylinder using an oxygen tube. One end
of the tube is connected to the oxygen source, the other end of the tube is cormected
1o the connector of the intake valve cover, and the reservoir bag is attached to the
intake valve cover.

An artificial lung ventilation device, if it is connected to a medical oxygen
source, can supply additional oxygen using a reservoir bag. When used, oxygen
enters the reservoir during compression of the breathing bag.

8
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and characteristics
ofthe device are specified in Table 2.

liM e2 - Technical characteristics
Sizes of breathif” bags

P>KMBCKT BaTae
For newborns For children For adults
1 Ikiyimnr> wdv@8BEof the
ol il from 20 to 150 from 150t0450  from 600 to 1000
dih  WhearefAeteathmg bag, ml 280+100 5504200 150(:2(H0
t 5 fbe %oiunvc ofthe™ d space of
1 Ac fcspriory begml, no more 7 20 65
i # tlroaasrais ofthe breathing ba
1 A GiOTJcter), mm o 180x75, iKmiissible 180x100, 251x140,
deviation +20 dg\‘jira“t'if; *1';‘0 dpel_rm_issiblée0
: R eviation +
s S N T s v
T ' perm|SS|tJ)rI2eOdeV|at|on pe_rm_|53|ble permissible
+ + -
J 6 Mass of the assembled device, g, deviation 20 deviation 20
not more 900
7 The time ofcomplete
straightening of the breathing bag, 1 1 2
Sec., N0 more
8 Outer diameter of the pressure
limitmg valves, mm 25.(W).5
9 Inner dimneter of the pressure
limiting valves, mm 18.440.2
10 Length of the pressure limiting
valves, mm 25.040.5
11 Flow capacity ofthe pressure
limiting valve, cmH20 30-45 35-50 40-"
12 Inhalation resistoice, no more 5 cm H20 {at 50 I/miin)
13 Exhalation resistance, no more 5cm H20 (at 50 L/min)
14 The volume of the reservoir bag,
ml, no more 1600 1600 2500
15 Dimensions ofthe reservoir ba
(length Xwidth x height), mm Y a75a95016 270x195x0.06  2ox22>0.16
permissible deviation pemiissibfe pgrmlsableo
+10% deviation £10% deviation £10%
_10 fattent f:onnector according to 1SO 5356-1:022/1.5mm
I 1Quter diameter ofthe oxygen 6.040.2
tube, mm
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{28 No SMDSMYS ¢ 1K rixc
(lenj;th * Jsrimeter). mm 82.4 X59.2 permissible deviation + 0.5

SIMirf«ftsofFEEP valve
m 150 X37.6 permissible deviation £2.0

B Hie flow capacity of the PEEP

500+10

24 Oxygen concenfration:
24.1 Oxygen supply rate, I/min,

no more 5 B 15
24.2 Respiratory rate, respiratory

movements/min, no more 20 o5 12
24.3 Inhalation volume, ml, no

more 60 150 600
24.4 Oxygen ccmeentration with

areservoir bag, %, no more* 85
24.5 Oxygen concentration

without reservoir bag, %. no more* 85

25 Patient body weight, kg not more 10 from 10to 30 not less 40

*Test methods according to SO 10651-4, the oxygen source must provide at least 85%
0Xxygen concentration in the oxygen-air mixture at a flow of2-8 I/min.

Technical characteristics ofthe breathing masks are specified in Table 3.

10
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1* Patient connector

2 ““ Luer-Lock Adapter

A, B, C- dimensions are specified in Table 3.
Mgure 3 - Image of silicone breathing masks

Mask type Connector Size A sSizeB.  SjzeC

i hor newijoms (size No. 00) amentinns, mm - mm mm Mass, g
015 38i2 442 22 fdos
I tor newborns (size No. 0)
015 40£2 4812 482 12340
3 Nursing infant (size No. 1)
015 5442 62+2 8242
# Standard for children (size
No.2) 022 6482 7442 962
Sror children (size No, 3)
022 65+2  68+2 1085+ | - °
6 For adults M (size No. 4)
022 ™~ 7742 12542 5940.3
Jkoradults t (size No.5)
022 802 842 13740 7305
— - -1

Tech liical characteristics ofGodel airway are specified in Table 4.
Table 4 _- Technical characteristics of Godel airwav

Dimensi _Inner Outer Length\  Mass, Length ofthe

ons diameter,  diameter, , mm g, not reinforcing
mm mm more liner, mm

(e)) 5.0+0.2 10808 4012 257404 38.0+2.5
) 55:02 11408 5042 39404 430125

0 6,0+0.3 1U0.8 60+3 5.8+0.4 58.0+3.0

% 6.0+0.3 14:08 7043  o9+04 68.0+3.0

: 6.5+0.3 14+08  80+4 107404 Anta N
8503 15108 o044 132:04  FAMMN

N 8003 1175804 |oots 157+04 98.0+5.0
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s, applied for device manufacturing are specified in Table 5.

Thibk 5 - Materials

Name of the component part Material Brand Mamifeeturer
ml breathing mask PVC MRI2310-15  Chmigzhou
Healthcare, China
2 Patieit valve PC L125GY JBUm
1 CHEMICALS LTD,
Cluna
3 PEEP valve PC L1250Y TEIJIN
CHEMICALS LTD,
China
4 breathing bag PVC MI-3250LT-  Changzhou
18 HeaWicare, China
5 output valve PC L1250Y TENIN
CHEMICALS LTD,
China
6 oxygen tube PVC MT-M82-16  Changzhou
Healthcare, China
7 reservoir bag EVA 8038 Fujian Refining &
Petrochemical Co.,
China
8 Godel airway Polyethylene 17703-010 Formosa  Plastics,
China
9 Mouth expander Polyethylene 17703-010 Formosa  Plastics,
China
Note:
PVC —polyvinyl chloride.
PC - polycarbonate.
EVA - ethylene vinyl acetate.
6.3 Methods and conditions of sterilization, terms of preservation of sterility
The praduct is non-reusable, not sterile and is not subject to repeated
sterilization.
7 Instructions for use

7.1 General issues

7.1.1 Before operating with the product, read the Operating Manual.
7.1.2 The praduct is intended for use by personnel trained in the technique of

pulmonaiy resuscitation.

7.2 Safety requirements

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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.1 Before using the product, it is necessary to clean the patient's respiratory
7.22 After unpacking and assembling, it is necessary to check the operability

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

7.2.4 Do not use the product in the presence of toxic or explosive substances
in the air! If the device sucks gas from such an atmosphere and aliows it to be inhaled
by the patient, then using the device in a polluted environment can be dangerous if
Measures are not taken to prevent such suction or inhalation, for example, using a

smoking near the product — this can lead to fire!

7.2.6 It is forbidden to use oil or lubricants near oxygen devices — this may
lead to a fire! :

7.2.7 The product is disposable and intended for use in one patient. It is niot
subject to repeated sterilization. Repeated use may cause patients to develop a cross
infection.

I 7.2.5 At high oxygen concentrations — it is forbidden to use an open flame anid

8  Installation and method of application
8.1 Device assembly

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

8.1.2 Fully straighten the reservoir bag before use.

8,13 Squeezing the breathing bag, visually check the operability of the
petient's valve.

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

8.1.5 In case of resuscitation with oxygen supply, fully deploy one connector
of the the oxygen to the oxygen source and the other to the oxygen port on the intake
valve of the breathing bag. Connect the tank bag.

8.1.6 Set the oxygen supply level to no more than 15 Vmin 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

-~ were I
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‘bag should be hard to the touch, the sound of leakage should not be heard.
- pressure limiting valve. Remove the thumb from the patient's valve,
the breathing bag, the sound of air passing through the patient’s valve should

8.3 Method of application

8.3.1 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 comer of the mouth and cheek to the*bottom, insert the narrow
edge of the mouth expander between the molars and screw the distance between the
upper and lower jaw clockwise.

832 For more adequate ventilation, it is recommended to install an airway.

8321 Insert the airway into the oral cavity with the curved side to the
tongue.

8322 When the airway reaches the back wall of the pharynx, turn 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 spontaneous 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.

8.3.3 Firmly press the breathing mask to the patient's face, closing the mouth
and nose, tilt the head back as much as possible, holding the lower jaw with the same
hand with which you hold the breathing mask. Gently squeeze the breathing bag and
observe the expansion of the chest.

8:3.4 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.

If you feel an increase in resistance, check the patency of the réspiratory
\ tract 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),

14

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




¥5" If the patient begins vomiting during mask ventilation, i is necessary to
- " ‘ely clear the airways, then compress the respiratory bag seversl times in a
-until normal rhythmic ventilation resumes.
¥ 8.3.6 For the adult breathing bag of the size range, it is necessary to instsll 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 em H;0.

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

In some patients, high pressure during ventilation ca.n cause lung damage or
stormach bloating.

8.3.8 If it is necessary to increase the pressure, it is necessary to press and tum
the button during compression of the breathing bag — the valve is disconnected.

8.3.9 Adjust the oxygen supply level according to the Specification or for
medical reasons.

8.3.10 After the end of use, remove the product in accordance with medical
recommendations and protocols.

8.3.11 The used product must be disposed of.

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

10  Scope of supply
Scope of supply of the produ;':t is specified in Table 6.
Table 6 — Scope of supply
Name Quantity, pcs.
1 Non-reusable artificial manual breathing unit for aduits, )
| consisting of:
— breathing bag for adults, !
— PVC breathing bag for adults, sizes: No. 4, 5. 2
— petient valve, 1
- PEEP valve (if necessary). 1
= oxygen tube (if necessary). 1
— reservoir bag 2500 (if necessary). i
— Godel airway, sizes: 2, 3. 4 (if necessary). 3
—~ mouth expander (if necessary). 1

15
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~ consumer packing (plastic box with
transparent lid and carrying handle)
1 - operational manual

12 I1"n-reusabie artificial manual breathing unit for children.

lomsistine of;

|

various types of fasteners; adhesive flap, zip lock, adhesive tape or sealed.

breathing bag for children.

PVC breathing bag for children, sizes: No. 1
2,3.

patient valve.

PEEP valve (ifnecessary).

oxygen tube (if necessLuy).

reservoir bag 1600 (if necessary).

Code! airway, sizes: 000, 00. 0, 1, 2.3 (if
necessary).

mouth ~pander (if necessary).

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

operational manual

3 Non-reusable artificial manual breadiing unit for

newborns, consisting of:

n

breathing bag for newborns.

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

patient valve.

PEEP valve (ifnecessary).

oxygen tube (if necessary).

reservoir bag 1600 (if nec”sary).

Godel airway, sizes: G3Q 00.0 (if necessary).
mouth expands (if necessary).

consume packing (plastic box with
transparent lid and carrying handle)
operational manual

Package

9

m = W PR N

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

The composite products are packed in a plastic box wifo a transparent lid and a
carrying handle, along with an instruction manual. Overall dimensions of the plastic
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A

width x height), — 270x 160x 140 mm, permissible deviation is % 20
ehtis0.9+0.1 kg.
e The plastic box is packed in a polyethylene bag andplaced 12 pieces cach in a
‘Wamsport package, which is a ¢ardboard box.

12 Marking _

12.1 The pressure limiting valve is marked with the indication of the
maintained pressure, on the breathing bag - the size of the bag and information about
sterilization, on the breathing mask ~ the maxi size, on the reservoir bag ~ the name
and volume.

122 The following markings must be applied to the plastic box for storage
and carrying:

— name and/or trademark of the manufacturer and its address (indicated
by the corresponding symbol).

— name of the manufacturer's authorized organization and contact
details,

— device name.

- device dimensions.

— date of manufacture (indicated by the corresponding symbol).

— expiration date (indicated by the corresponding symbol).

— batch code (indicated by the corresponding symbol).

- catalog number.

~ sterility information (indicated by the corresponding symbol).

— information about the phthalate content (indicated by the
corresponding symbol). ~

— warning about the need to refer to the operating manual (indicated by
the corresponding symbol).

~ warning about not using the product if the packaging is damaged
(indicated by the corresponding symbol).

— warming about the prohibition of repeated use (indicated by the
corresponding symbol).

— designation of storage conditions.

— registration certificate number and date.

12.3 Marking of transportation package includes
— name and/or trademark of the manufacturer.

17
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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

Keep away from moisture

Avoid exposure to sunlight

Symbol image Symbol designation
T.ET_ Batch code
FEF Catalog number
I |
d Manufacturer
g Expiration date ...
Refer to User manual
.-- Do not use if the package is damaged
® Prohibition of repeated use
g Does not contain phthalates
A Non-sterile
*I,
b 4
AR
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Temperature range

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

conditions:

g ,350%C
Jr air temperature from minus 18°C to plus 50 °C,

m
relative air humidity from 40 to 95%.
Tufly
“(@’_ atmospheric pressure 84.0-106.7 kPa (630-800 mm Hg).
14  Transportation

The. packaged device is transported by all types of ‘closed vehicles, in
accordance with the rules of cargo transportation applicable to this type of transpoxt.
The device is transported under the following climatic conditions:

S60°C
X air temperature from minus 40 to plus 60 °C.
A0

5%
| relative air humidity from 40 to 95%.
%
[ e e
atmospheric pressure 84.0-106.7 kPa (630-800 mm Hg).
84,00
15  Storage

The device is stored indoors under the following climatic conditions:

460°C
X air temperature from minus 40 to plus 60 °C
-40°C

19
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relative air humidity from 40 to 95%.

(06, 7u0a .

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

It is necessary 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 dévice; he is not
responsible for products that are re-processed or sterilized, reused, exposed to
climatic and mechanical factors during transportation and storage, other than those
specified in the manufactuser's documentation, and does not give any guarantees,
express or implied, including, but not limited to, guarantees of commercial quality
and suitability 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 from the date of production.

17 Procedure for the disposal and destruction of & medical device
b After using the product for its intended purpose, it must be disposed of as
potentially hazardous waste of Clas 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.

Disposalisearriedoutinaccordanoewithtlwnﬂesinforce in the country of
application at the time of disposal.

18 Contacts
In case of questions related to the use of the product, as well as in case of

claims against the manufacturer, the consumer can contact the specified address:
Authorized organization for quality issues:

20
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company (OOO) ARMEDIKA, Address: 620075, Russia,
, 20, prem. 7, Tel.: +7 (343)-286-42-73, E-mail:
-site: yukigroup.ru.
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Annex A
Information about regulatory documentation
List of applied international standards

- EN ISO 13485:2016 Medical products. Quality management systemns.
System requirements for regulatory purposes.

~ EEC Directive 93/42/EEC (certificate No. G2063744 0018, valid until
"26" 05 2024).

— EN 1041:2013 Information prepared by the manufacturer sccompanying
medical devices.

- EN IS0 14971:2019 Medical devices. Apphcatmn of risk management
to medical devices.

~ ENISO 10651-4:2002 Antificial lung ventilation medical devices. Part 4.
Specific safety requirements, considering the basic functional
characteristics of artificial lung ventilation devices for manual actuation.

- ENISO 10651-5:2006 Artificial lung ventilation medical devices. Past 5.
Safety requitements, considering the main functional characteristics of
artificial lung ventilation devices for reviving,

~ EN ISO 5364:2016 Equipment for anesthesia and artificial respiration.
Oropharyngeal air ducts.

~ ISO 10993-1:2018 Evaluation of biological medical devices. Part 1.
Assessment and testing within the framework of the risk management

process.

Cytotoxicity tests in vitro.

* _ ISO 10993-5:2009 Evaluation of biological medical devices. Part 5.

©

- 1SO 10993-10:2010 Evaluation of biological medical devices. Part 10.
Tests for irritation and allergic skin reaction.

- Centificate of conformity ISO 13485:2016, registration no. Q6 063744
0017, date of issue "01" 10 2019,

List of standards, applied on the territory of the Russian Federation
- GOST R IEC 62366-1-2021 Medical products. Part 1. Application of
usability engineering to medical devices.
- GOST R ISO 10651-4-2015 Lung ventilators. Part 4. Particular
requirements for operator-powered resuscitators
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- GOST R IS0 10651-5-2015 Lung ventilators. for medical use. Part 5.
Particular requirements for basic safety and essential 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 be used with
medical device labels, labelling, and information to be supplied. Part 1.
General requirerients

~ GOST ISO 10993-1-2011 Medical devices. Assessment of the biological
effect of medical devices. Part. 1. Evaluation and research

~ GOST R ISO 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 ISO 10993-10-2011 Medical devices. Biological evaluation of
medical devices. Part 10. Tests for imritation and delayed-type

hypersensitivity
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Ilepesod ¢ kumaticko20 u aH2AULUCKO20 A36IKO8 HA PYCCKUN A3bIK

CEPTH®HKAT

[Ombnema: Kutalicknit KOMATET IO COAEHCTBHIO
MEXIYHapOIHOH TOprorie]

Karaiickuii KOMATeT N0 coeHCTBHIO MeKAYHAPOXHON TOProBJie ABANETCH
Knaraiickoif nanaToii MexxxyHapoanoit Toprosin
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Karaiicknit Komurer no coaelfcreuo mexaynapoasoit roprosae (CCPIT)
Kumaiickag nanaTa MexIyHAPOXHON TOPropIn

00254604
CEPTHOHUKAT

/OR-x00/
Ne 243700B2/001697

HACTOJIIMM CBHUIETENLCTBYETCS, wuro: meuats kommammn CSAMDHL KOMITIAVSP
MEJMKAJI TEX KO., JTA. (XIAMEN COMPOWER MEDICAL TECH. CO., LTD.) Ba
npanaracMoM JIOKYMEHTE sBaserca BepHo#i.

Kuaraiicsuli KomuTer no coaelictemo Mexaynapoasoi roprosae (CCPIT)
(noonucy)

YnomomouenHBH mommucanT: Bai Hlansmans

Hara: 03 anpens 2024 r.

TI'epbosan nevamy.
Knraitcxut Komurrer mo coaedfcremo

MeRIyHapoaHO# TOpronie *
JUIS YAOCTOBEPEHHS TOPrOBHX CACIOK

Tucuenas nevams:

Kuralicxuit Komurer no coaelictemo
MEXKIyHapoaHoH Toprosne *

UL YAOCTOBCPEHHA TOPTOBKIX CAEIIOK

Caif nna uposepxu cepradixara: http:/www.rzcepit com/validate html
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Y1Bepxaato/APPROVED
CamaHb Komnaysp Meaukan Tex Ko., JlTa.
(Xiamen Compower Medical Tech. Co., Ltd.)

OpraHusaumsa/Organization

bnok 301, Ne 16 CAaHxyH Poyg, MNpombiwneHHad 30Ha CaH'aHb Topy,
361101 CamaHb, Kutalickas HapogHas Pecny6nnka

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

Appec/Address
JvpekTop

LomkHocTb/Occupation
®paHK SInHb

damunusg, Mms/Sumame, Name
18/03/2024

Oata 40.MM.ITTT/Male DD.MM.YYYY

Mognuce/Signature
M.n./Stamp
(nognuchb)
MeyaTsb:
CamaHb Komnayap Megukan Tex Ko., JIta,
(Xiamen Compower Medical Tech. Co., Ltd.)
35021510035838

MPOEKT
AnnapaTt UCKYCCTBEHHOW BEHTUAUMM NTEFKNX PyYHON Tuna AMBY ofHOpa30BbIii
«FOKWrpynn», B BapnaHTax UCNosIHeHUS

PYyKOBOZCTBO MO 3KcMyaTaumm
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1

HanmeHnoBaHue MEIHIIMHCKOTO H3IENHsA

AmnmapaT HCKyCCTBEHHOM BEHTHWIALIMH JIETKHX py4dHoi THnma AMBY
oaHopa3oBblil «IOKWUrpyrmm», B BapyaHTax MCHOJIHEHHUA (Jajiee — H3JENHeE).
BapHaHTHI UCTIONTHEHHUA:

1.

Arnnapar HCKYCCTBEHHOH BEHTWISILIMM JIETKHX PYYHOM OJHOPA3OBHIMA,

B3pOCJILIH, B COCTaBe:

MEIIOK ABLIXaTeNbHBIA B3POCIIBIH;

Macka u3 IIBX aeixarensHas B3pocias, pasMepnl: Ne4, Ne5;
KJIaliaH MalMeHTa;

iianad [1/IKB (PEEP) (npu HeobxoaumocTn);

KucinopogHas Tpybka (nmpu HeobxogumocTu);

MemoK pe3epByapHbiii 2500 (mpu HEOOXOIUMOCTH);
Bo3ayxoBox ['enens, pasmepsl: 2, 3, 4 (mpy HEO6XOAUMOCTH);
pOTOpacIMpHUTEh (TP HEOOXOAUMOCTH );

norpebuTenscKkas ynakoBka (IUIaCTHKOBBIE OOkc ¢ mpospauyHo#
KPBILUKOH H py4YKO# AN IEPEeHOCKH );

PYKOBOJCTBO IO KCILTyaTaLMH.

Cokpaménno: Memok AMBY oziHopa30Bhiii B3pociblit

ArnmapaT MCKYCCTBEHHOH BEHTHJLLMHM JIETKMX PYy4HOH OJHOpa3OBEIH,

JETCKHH, B COCTaBe:

MEIIOK JbIXaTeJbHbIN JIETCKHIA;

macka u3 [IBX firxaTensHas neTckas, pasmepsi: Nel, Ne2, Ne3;

KJIanaH naiueHTa;

kianad [1IKB (PEEP) (npu Heo6xoaumocTH);

KHcIopoAHas TpyOka (rpu Heo6X0AHMOCTH);

MeLoK pe3epByapHsiii 1600 (mpu Heo6X0AUMOCTH);

Bo3ayxoBoj I'enend, pasmepsr: 000, 00, 0, 1, 2, 3 (mpu HeOOXOAUMOCTH);
poTopacIMpHTeNb (IIpH HEOOXOAUMOCTH);

noTpeOuTeNbCKas ymakoBka (IUIACTHKOBBIA GOKC ¢  mMpo3padHoif
KPBIILIKOM H Py4YKOH JJIs1 TIEPEHOCKH);

PYKOBOJCTBO IO 3KCILTyaTallHH.

Coxpaugnno: Memox AMBY oaHOpa3oBElii JEeTCKHIA.
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3. Anmapar UCKyCCTBEHHON BEHTWSLUMH JETKMX PY4YHOM OQHOPAa3OBHIH,
JUIA HOBOPOXAEHHEIX, B COCTaBE:
— MEIIOK AbIXaTeJILHAIA 1 HOBOPOXAEHHBIX;
— Macka u3 [IBX jpixarenpHas JUIA HOBOPOXAEHHEIX, pasMepsl: Ne 00
(42mMm), Ne0, Nel;
— KJanaH NalnueHTa;
— kianas IIJIKB (PEEP) (npu Heo6xoauMocTH);
— KHCIopoJHas TpyOka (Ipu HeoGXOAUMOCTH);
— Memok pe3epByapHbii 1600 (mpu HeoGxoqUMOCTH);
— Bo3ayxoBoA I'exens, pasmeprr: 000, 00, O (mpu HEO6XOMUMOCTH);
~ POTOpacIUMPHTEND (TIPH HEOOXOAUMOCTH); i
— TNOTpeOHuTeNnsCKas ymNakoBKa (IUIACTHKOBEIH GOKC C Ipo3padHoif
KPHILIKOM M pyYKOH AN EPEHOCKH);
— PYKOBOZCTBO IO 3KCILTyaTallHH.
Coxpawgnno: Memok AMBY ofHOpa30BbIii 118 HOBOPOXKASHHBIX

2 CaeneHus 0 NpoU3BOAMTENIE MEAULIMHCKOTO U3ETHS

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.. +86592 5799319, Fax: +86592 5796765, e-mail: sales-
compower@cpmedi.com, web-site: http://www.cpmedi.com/en/

(Camanb Komnaysp Meaukan Tex Ko., JIta.,

Bnok 301, Ne 16, Canrxonr Poyxa, npomsinuienHas 3oua CsHrag Topu, CamaHb
361101, Kurait,

Ten.. +86592 5799319, dakc: +86592 5796765, e-mail: sales-
compower(@cpmedi.com, caifr: http://www.cpmedi.com/en/).

3 HasnayeHwe ¥ npuHUMD feiCTBHS  MEJMUMHCKOrO  M3JENHS,
YCTaHOBJIEHHOE NMPOU3BOUTENIEM

H3penve npennasnaueHo 1is pydHo# GOpCHPOBAHHOM HCKYCCTBEHHOM
BeHTHIIUMH N€rkix (UBJI) Bo Bpemsi cepaedro-nerouHoi peanumanuu (CJIP) y
HOBODOXXJICHHBIX, J€TE€H H B3POCIBIX C HECTAOHIILHEIM JbIXaHHEM.
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N3genve  ABNSeTCA  HEMHBA3MBHbLIM  YCTPOMCTBOM U UCMOMNb3YeTCA
NUCKNIOYNTENBHO 19 BPEMEHHON BEHTUNAUMM UK3-3a OTCYTCTBUSA KaKoro-mbo
MOHUTOPUHIa AOCTaB/IAeMOro 06bémMa Bo3ayxa, KOHTPO/IA AaB/IEHUA B AbIXaTeNlbHbIX
nyTAX U YTOMUTENIbHOCTW npouecca VBJI.

MpUHLMN [eACTBUA OCHOBaH Ha MPUHYAUTENbHOM nojadve BO3jyXa B Jierkue
yepes NIMLEBYID MaCKy C MOMOLLbI COKaTUSA BPYYHYH BEHTUASLUMOHHOIO MeLlKa.
N3penve n3 60M1bLUOK 3N1aCTUYHOM Kamepbl, BEHTUINPYEMOM BPYUHYIO, EMKOCTU A/1S
rasa, TPYyOOK W KOHHeKTOpa A1 NPUCOeAVHEHUS K JINLEBON Macke WU
3HAOTpaxeasibHOWM TpyOKe.

4 YcnoBus npuMeHeHUs

M3genve NpuMeHsAEeTcA  Bpadamu-cneunaninctamm B YCNOBUAX C]'Iy)K6
HEOT/TI0XKHOW MGAI/ILI.I/IHCKOVI nomMmoLin B aBTOMOOMNAX CKOpOI‘/JI rnomMowin N oTaeIEHNAX
WHTEHCMBHOWN Teparnunn.

5 MepeyeHb NoKasaHW K NMPUMEHEHUIO, MPOTUBOMOKa3aHN, BO3MOXHbIX
No60YHbIX AENCTBUIA
5.1 NMokasaHMA K TMPUMEHEHWUIO, TMPOTUBOMNOKa3aHUA K TMPUMEHEHMUIO,
BO3MOXXHble MO60YHbIE AeCTBUSA
5.1.1 TlokasaHWA K MPUMEHEHUIO:

- WCKYCCTBEHHasdA MWOMMEernd B KOMIMJIEKCHOM aHeCTe3n0s10rM4ecKom
nocoé6umu " B WHTEHCUBHOW Tepanuu CYZLOPOXKHOrO,
rMNepBeHTUIALNOHHOIO N TMMePTEPMUYECKOr0 CUHAPOMOB;

- anHo3 WM TUNOBEHTUNAUMS  U3-3a  PacCTPOUCTB  LEeHTPasibHOM
perynsaumn apixaHma (KIMHUYeCKad CMepTb, HapyLleHue MO3roBoro
KpOBOOOpaLLleHNSA, NOBPEXAeHMNS Mo3ra u T. .);

- arnHo3 WM  TUMOBEHTUNAUMA U3-3a HapyLLUeHUs MexaHWYecKoro
annaparta AbixaHus (nopakeHue AbiXaTe/lbHbIX MbILL, MHEBMOTOPAKC, B
TOM YmC/ie onepaumoHHbIR, 1 4p.);

- OCTpaa [AbIxaTeflbHadA HeAOCTATOYHOCTb M3-3a PECTPUKTUBHBLIX W
O6CTPYKTUBHbIX MOPaXXeHUN JIerKux, COMPOBOXAAIMLLXCHA YCUIEHHO
paboToN AbIXaTe/lbHbIX MbILLILL, MOr/IOLLAILWLMX MHOIO KMUC0pOoa.

5.1.2 TMpoTmBONOKa3aHNA K NPUMEHEHUIO:

- HanpsbkéHHbIN NMHEBMOTOPAKC, WM MeauacTUHalbHaa amMgusema 6e3
[EeKOMIPECCUN U ipeHaXkKa;
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YMEpPeHHOE HIH OCIOXKHEHHOE KPOBOXapKaHbe;

TAXKEJIBIN ClTy4dali KECTRI JISTKOTO HIIH GyJLnene3Has KHUCTa JIErkoro;
runoponieMudeckuit mox Ge3 BocnoiHeHHMA o0beMa LEPKYIHpYIOmEH
KpOBH;

OCTpEIH HHGAPKT MHOKApAA;

HapyIeHHAe NMPOXOAAMOCTH JRIXaTeNbHEIX Ty TeH.

Boamoxusie nobounsie AeficTBUA;
PETyPrHTAlHA H aCTIHPAIMA COAEPKHAMOTO XKETY KA.

6 Onucanwne, mapaMeTphl H XapaKTePACTAKA MEAUIMHCKOTO H3/[eJHs
- 6.1 Omacanue n3genua by
‘ B cocTaB n3genna MOXKeT BXOIHTD:

MEIIOK ABIXaTeNbHAIA A HOBOPOXIAEHHEX: — 1 mT.;

MEIIOK JBXaTe/IbHbIN ACTCKKH: — 1 mT.;

MeINOK ALIXATEeNLHBIN B3pOCHbINA: — 1 mT.;

Macka u3 [IBX anixareneHas, pasmepsl: Ne0O (42mM), NeO, Nel, Ne2,
Ne3, Ne4, NeS — ot 2 mo 3 mit.;

KJanaH nanmesra — 1 mr.;

xnanal IIJIKB (PEEP) (mpn HeoGxozaMocTH) — 1 1t.;

KHCJIOpoHad Tpy6Ka (nmpu HeobxomumMocTn) — 1 mt.;

MEIIOK pesepByapHuiii: 1600 wiu 2500 (mpu HeobxoqmMocTH) — 1 WT.,
posgyxoson I'enensa, pasmepu: 000, 00, O, 1, 2, 3, 4(opm
He00X0AUMOCTH) — OT 3 '.no 6 mr.;

poTopacumpuTeb (MpH Heo6xoauMocTH) — 1 mT.;

noTpeOHTeNbcKad ynakoBKa (IUIaCTHKOBBIX Gokc ¢ mpospavHoil
KPBINKOM B py4Ko#l Juig nepeHockH) — 1 m;

PYKOBOACTBO ITO 3KCIULyATAIHH — 1 IIT.

Bremmmif BHX m3nemus npeAcTaBNeH Ha pPHCYHKE 1, cXeMaTHuecKoe
u3obpakeHne Ha prCyHKe 2.
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rSagay

PucyHOK 1—BHewHWiA BUa n3nenms

MEeLW oK pe3epByapHbIii

/ / MELIOK AhIXETE M

/j%
Kmenopogas Tpybka

PucyHok 2 — Cxemaraveckoe w3o0paxeHune H3eIns
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Hinerme -~ npegHasHaveHo i OJHOPA30BOTO NPHUMEHCHHS Y OIHOIO
MalMeHTa, He CTEPUIBHO, IOBTOPHON CTEPHIIM3AIMEA HE NOAJICKHT.

Memox ARXaTeNbHEIM, NpeacTaBIAeT coboit caMopacnpaBnsiomMica MemoK
m3 JIBX ¢ BHITyCKHBEIM KIANAHOM H KJIallaHOM NAalMEHTa, Ha maTpyboK KoToporo
KpenuThCH JnneBas Macka. CTpyKTypHpOBaHHas NOBEPXHOCTh MEINKA JHXATEIHHOIO
NPENATCTBYET CKONBLXEHWIO B pykax Bpada. lllapHMpHEIN NepeXOgHMK ¢ OCHIO
Bpamenus Ha 360° obnerdaer okazaEWe MENHMI[MHCKON NOMONIH, MNEPEXOXHHK
OCHAIIIEH JIENeCTKOBRIM KJIANMAHOM MAalHEeHTa M KIalaHOM OrpaHHYeHHA JaBIeHHA C
LEJBIO peAynpekAcHHA 6apOTPaBMEI JIETKHX.

Knanan IIJJKB (PEEP) ofecneunBaer mDoanepkaHwe JNaBJICHHS B
ABIXATENBHEIX ITyTAX B KOHI[E BRIAOXA HA ONPEACICHHOM YPOBHE.

Memok pesepByapHEI NpeaHa3Ha4YeH A SKOHOMHM XMCJIOpoAa BO BpeMA

‘ npoBeaenus saoxa UBJL

HuixarensHas Macka, m3roroBieHHas n3 [IBX cHabkeHa pa3nyBHOH MamkeTOH
€ HATMICILHEIM KJIANaHOM H NepexoaHukoM «JIyep».

Kucnopomgsas TpyOka mmHOl 2 M €O 3Be3000pasHEIM BHYTPEHHHM
MPOCBETOM, YCTONYMBEIM K CHHIIAHHIO mpH nepernbax, npeacrariuseT coboi TpyOKy
C KOHHCKTOpaMH Ha KOHIAX JUIA MPHCOSAHHEHHA K HCTOYHHUKY KHcaopoaa (6atony)
H K BITyCKHOMY KJIaNaHy ABIXaTeIbHOr0 MeIKa.

Bosayxopox I'emens noMoraer o0ecnedMTP MNPOXOXKACHHE BO3AyXa B
AEIXATCLHEIE MyTH. Bo3xyxoBoa AOMKCH YACPXKHUBATD AbIXaTENLHEIC ITyTH MALACHTA
OTKDHITRIMH TaK, YTOOH #A3BIK (MaCTHYHO HNM MOJHOCTBIO) HE MPHKPHBAN
Ha/IFOpTaHHKI XpAIN, 9TO MOIJIO OBl 3aTPYAHHUTH JHIXAHUE [ALMCHTA.

‘ Boaxyxoson I'eaens mMeer mpHKycHOH GNOK ¢ I[BETOBHIM 0GO3HaYCHHEM
pa3sMepoB, yxasaHHRIX B Tabmame 1, KOTOpHif npeaHAasHa4YeH ANA Jderkoif
HAAeHTH(HAKAMHA, NPeAOTBpAlIeHHA INPHKYCHIBAHMA M OIOKMPOBKH BO3ZYXOBOJA.
W3roTonied M3 [ABYX COBMECTHMBIX MAaTepHallOB C pa3HBIMM CBOMCTBAMH —
NONHMSTHICH M TONHOKCHMETENIeH, COEAMHEHHBRIMH IIpM JIMThe, C Pa3HbEIMH
CBOHCTBaMM: BHYTPEHHMH TBEPAKH A8 NpPHIAHHA KECTKOCTH KOHCTPYKIMM H
HapYKHBIHA ILIACTHYHELH JIA PEeAOTBPAIICHUA IOBpEeXACHHA 3y60B.

10
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Tabmuna 1 - I{BeToBas KOAMPOBKA pa3MepoB Bo3AyXoBoaa [exens
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PoropacmmpHrTeh npennaanaqenmﬁeaonacuom PacKpHTHA pTa NAHEeHTa

C HeNBIo ofecnedenns MPOXOAAMOCTH ABXATEILHEIX My TeH TIPA KH3HEYTPOXKAIONMX
. COCTOSTHHAX.

Knanan IIJIKB (PEEP) obecneunBaeT NOJIOXKHTENbHOE HNABIICHHE B KOHIE
BHIIOX& — 3TO BCIIOMOTATENIBHOE CPEACTBO BEHTWILALMH JIETKMX I NOAACPXKAHUA
XW3HEeHHOH crmocobHocTH nerkux. B xouue Bezoxa PEEP co3zaer namiueHue ot 2 A0
20 cM H;O, 9ro6m nmpoTHBOAEHCTBOBATH MACCHBHOMY ONODOXHEHHIO JIETKHX H
nojAiepXkaHusd JaBIeHHN B JNMXATENbHBIX NyTHX Beillle arMochepHoro. TakuMm
obpasom knanad PEEP nmo3sosser 6e30macHo POH3BOAHTE ACKYCCTBEHHYIO PY4YHYIO
BEHTHIAAIO NAIHEHTaM CO CHIDKEHHBIM O0BEMOM JIETKHX, BCICACTBHE CHIKCHHS
(YHKIHOHMpYIOmeli MapeHXHMEI JITKHX HWIHM 9HCia (PyHKIHOHHPYIONIHX alXbBEOIL,
HapyIlleHHeM razoobMeHa.

ITpn BeobxomumocTr mposesesns UBJI ¢ mpuMeHEeHHEM AONONHHTEIHHOIO

._ ofbeMa KHCIOpOAa, annapaT NOACOCTMHSIOT K KUCIOPOAHOMY GannoHy npu moMomu
Kucnopoasoi TpyOku. OfuH KoHen TPyOXH NOACOSAMHAIOT K HCTOMHHKY KHCAOpOAA,
IOpyroii KOHen TpyOKH NOACOSAMHAIOT K KOHHEKTOPY KPHIIKH BIIYCKHOTO KIANaHa, a
pe3epBYapHbIil MEIIOK MPHCOEXHHSIOT K KPHIIIIKe BITYCKHOTO KiIafiaHa.

Armmapar HCKYCCTBeHHOH BEHTHJIAIMA JIeTKMX, €CIH OH IpPHCOSAHHEH K
HCTOYHMKY MEAMI[MHCKOIO KHCJIOpOJa, MOXET IOJIaBAThH JONONHHUTEIIBHEIH KHCIOPOA
¢ NMOMOMmIBIO pe3epByapHoro Memka. IIpy HCIONB30BaHMM KHCHOPOJ NOCTYNaeT B
pe3epByap BO BpeMA CHKATHS ARIXATEITBHONO MEIIKA.

6.2 TlapaMeTpH ¥ XapakTePHCTHKH
Texangeckue XapakTepUCTHKH H3/IEIBA NIpABSACHH B Tabname 2.
Tabnana 2 — TexaauecKne XapaKTepPUCTHKH
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Pasmeprbilt psl MEIIKOB AHIXATEILHEX

HaumeHoBaRAC napaMerpa Jns
Jerckuit 3POCIEIM
HOBOPOXASHHBIX B
! Asetemsmufi ofhem wemka| o, 00050 or150 20450 | or600 zo 1000
JEIXATENBHOrO, M
2 O0peM MeImKa ARIXATENEHOTO, M 280 100 550 £ 200 1500 £ 200
3 O6meM MepTBOIO HpOCTPaHCTBA
MEIIKa JARIXATEEHOTO, M, HeE 7 20 65
Gonee
4 Tabapumite pasmepn memma 180x75, 180x100, 251x140,
JBIXATENBHOrO  (WIAHAXIHaNeTp),
HOIIYCTHMOE JOIMYCTHMOE JACIYCTHMOE
MM
OTKNOHCHHE £20 OTKJIOHCHHE +20 OTKJIOHEeHHE 20
5 I'abapATHEIE pa3Mepsl H3ACTHUS B 645x195%75, 645%195%100, 730x225x130,
cbope  (wImMHa*XMEPEHAXBEICOTA), ACHYCTHMOE AOMYCTHMOE JBOIYCTHMOE
MM OoTKIIOHeHHEe +20 OTKAOHEHHE £20 OTKNIOHeHHe £20
6 Macca manemus B cGope, I, HE 900
Gonee
7 Bpems DoMHOro pacHpaBlCHHN
MCIIXA ARXATENHRHOIO, CEK., He 1 1 2
Gonee
8
Bremnmwit amamerp Knanaua 25,0£0,5
OrpaBMYCHHS JABICHUL, MM
9 Boyrpemmnit muaMerp xnamaua 18,4402
OFpaHMYCHHUA JABNCHUSA, MM
10 Jinmna xiana@a OrpaHAYCHHS 25,040,5
JABNCHAS, MM
1
1 [lapneHue OTKPHITHS KIANAHA . 30-45 35 — 50 40— 60
OI'paHW9YCHHUA JAABNECHHAA, CM BOA.CT. '
12 CHHEH
CompoTHBiICcHHE Ha BJIOXe, HE 5 o BomoT. (pE 0. )
Gonee MHH
13
ConpoTHBIcHHE HA BHAOXE, HE S e Bon.cT. (pH S0n/piH)
Gonee
14 VALK
O0neM Memka pesepeyapHOTo, 1600 1600 2500
M, He Gonee
15 I'abapuTHEle mapaMeTps MemKa 275%195x0,16 270x195x0,16 295%225%0,16
Pe3CpBYapHOTO JOMYCTAMOS TOMYCTHMOS HOMYCTAMOS
(AMHERaXMAPHEAXTONNIUHER), MM oTRnoReHHe+10% | orkmoneHme £10% | oTioHeHHe £10%

16 KorHexTop maimenTa

no ISO 5356-1;: ©22/15 MM

17 DBremmuit amamerp TPyGxH
KHCIIOPOZHOH, MM

6,0+0,2
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18 Buyrpennu#t mmamerp TpyGk: 40+02
KHCIIOPOTHOHR, MM
::u Jimaua Tpy6xm xEcnoponHoi, 20004150
20 VYpoBeHb IPOMKOCTH INyMa,
CO3AABAEMOr0 H3AeMeM ABA, me 30
Gonee
21 T'abapamanie  DapaMeTphl
POTOpacIMpHATENs 82,4 x 59,2, nomycraMoe oTXIOHEHHS % 0,5
(wmaHa>AAMETD), MM
%ﬂﬁ@: mnten;ﬁue:;fx;‘nmm 150 x 37,6, aonycTEMOE OTRIOHCHHE + 2,0
23 TlonoxWTeNbHOE HABJICHHE,
cosnasaeMoe xnanasoM JIJIKB, cm ot 2,50 20
. BOA.CT. '
24 KoRueHTpamms KUCIOPOJA:
24.1 Cropocts mozaYn 15 15 15
KHCIOpOAa, I/MuH, He Golee
242 Yacrora MLIXAHAA,
JBXATCNBHBIX NBY/KCHHN/MHH, HE 20 25 12
Gonee
24.3 O6mbeM BrOXA, MJ, He Gollee 60 150 600
24.4 KoHueBTpamus KHECIOPOAA
C MCMXOM pe3epByapHBIM, %, He 85
MeHee*
24.5 KoHIeHTpamHs KHCIOPOAa
0Ge3 memxa pescpByapHOro, %, He 85
. MeHee* g
25 Macca TeJa nanpenTa, Kr He Gonee 10 ot 10 no 30 He McHee 40

* Meroas nennrannit no UCO 10651-4, HCTOYHEK KBCNOPOAa AOIDKEH obecnieunTs 85%
KOHIICHTPAIHIO KHCIOPOa B KHCJIOPOA-BOAAYIMHO® CMECH NIPH noToxke 2-8 1/MAH.

Texmmeckye XapakTEPHCTHKH MacOK ABIXATENBHBIX [PHBESACHE! B Tabnuue 3.

13
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1 — KoHHeKTOp NaumeHTa
2 - ITepexoannxk Jlyep-Jiok b
. A, B, C - rafapurHiie pasMephl, yxa3aHh B Tabmume 3
PucyHok 3- n3o6paxeHre Macok apxaTeabasix [IBX

Tabmuna 3 — Texuuueckue XapakTepHCTHKH MacoK AnixarTenbHux [IBX

Pazuep Pazmep | Pasmep B, | Pazmep C,

Bna Macka xommextopa, My | A, Mu . M Macca, T

1 {8 HOBOPOXAEHHEIX
15 3842 4242 4242 11+0,5

(paxMep NeO() @
2 inst HOBOPOXASHHEIX @15 4012 4842 2812 | 12,3:05
{pasmep NeQ)
3 I'pymuoit peGerok 2610,5
(pasmep Nel) @15 54+2 6212 82+2
4 CransapTHas jieTCKas 451+0,5
(pasmep Ne2) @22 6442 7442 9642
3 Jlecxas (pasmep Ne3) @22 65£2 | 68t2 | 108582 | °E05
g)“p“’m M (pasmep @22 7542 7742 12502 | OH0S
7 Bapocnas L (pasuep NeS) 922 8012 | 842 | 13742 | (2208

TexnAadeckue XapaKTEpHCTHKH BO3AyX0BoAa I'eaena npueeaeHs: B Tabnunue 4.

Tabmana 4 — Texnudeckne xapaKTepUCTHKHA Bo3ayxoeoaa I'egens
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Brytpennn#t | Bremmnii | Jinuna, | Macca, JUmua
PasMep | mmamerp, | AHaMeTp, | MM r, He | YKPEnsiomero
MM MM Gonee | BKIANLINA, MM
000 5,010,2 10£0,8 402 (2,57+0,4 38,0+2,5
00 5,5+0,2 11+0,8 50+2 | 3,910,4 48,012,5
0 6,0£0,3 11+0,8 60+3 |5,8104 58,04+3,0
1 6,010,3 14+0,8 70£3 | 90,4 68,013,0
2 6,5£0,3 14+0,8 80+4 |10,740,4 78,044,0
3 8,510,3 151+0,8 90+4 (13,2+04 88,0:4,0
4 8,0£0,3 17,5¢0,8 | 1005 {15,710,4 98,015,0

Marepuainss, NpUMeRAeMble A9 H3TOTORICHHUA H3Je/THA, YKa3aHE B Tabmane 5.
Tabnumia 5 — Marepranu

HaumesioBaame cocTaBgoOM 4acTH

Marepuan

Mapxa

Hpomspogarens

MACKa JEIXATCILHAL

IIBX

MRI 23 0-15

Changzhou
Healthcare

(Hanoxoy
Xenckap), Knratf

Knanan namuenTa

L1250Y

TEDIN
CHEMICALS LTD
(TEIDKVH
XEMMKAI JITL),
Kurait

knanas I[TIKB

L1250Y

TEIJIN
CHEMICALS LTD
(TE/DKHH
XEMUKAI JTH),
Kurait

MEImMOK JHIXATCNLHBI

MI-3250LT-
18

Changzhou
Healthcare
(Yamoxoy
Xenckap), Kara#

BITyCKHOM Kamay

L1250Y

TEDIN
CHEMICALS LTD
(TEDKUH
XEMMKAJL JITJ),
Kurati

KHCIOpOJHas TpyOxa

MT-1182-16

Changzhou
Healthcare

(Yawrvkoy
Xenckap), Knrait

MEIIIOK peacpByapHEL

9BA

8038

Fujian Refining &
Petrochemical Co.
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(Oymxun Pedrurur
&  Tlerpoxmkmxan
Ko.), Kuraii
8 | mosmyxorox I'eaena Tom>manen 17703-010 Formosa  Plastics
(Popmoca
ITmacTux), Knrait
9 | PoropacmupaTEnn Iomasrenes 17703-010 Formosa  Plastics
(®opmMoca
ILmacrax), Knrait
[IpaMevanne:
[IBX — NONABARRIXIOPH;
IK - moimrapGonuar;
OBA — 3THNCHBRHHIALCTAT
. 6.3 MeToAR ¥ YCNIOBHA CTEPIIH3ALMH, CPOKH COXPAHEHHS CTEPAIBHOCTH
Hsnenwe — omHOpa3oBoe, He CTEPHIBHOE H TOBTOPHOK CTEpHIM3AIMH He

HOJICKHT.

7 YKazaHHs 110 IPEMEHEHHIO
7.1 O6mme noIoKeHHs
7.1.1 Tlepen paGoroii ¢ H3mENMEM O3HAKOMETECE C PYKOBOJACTBOM IO
IKCILTYATaIHH.
7.1.2 H3nemie npeaHa3sHAYCHO IS MCTIONB3OBAHHA NEPCOHAIOM, 00YIEHHEIM
METO/IHKE JIETOYHO! peaHHMALIHH.

. 7.2 TpeGopanus GesonacHocTH

7.2.1 Tlepen nmpHMeHEHWEM H3ACNMA HEOOXONHMO OYHCTHTH ABIXATEILHBIC
OYTH DalMEHTA.

7.2.2 Tlocne pacmakoBkH H CGOpKHM HeoGXOMHMO OOS3ATENHHO IPOBEPHTH
paboTOCIOCOOHOCTE U3 eIHS.

7.2.3 Heobxoaumo mpoBeprTs paboTocnocofHOCTE KiamaHa, MyTeM
Ha0lOACHHA, BO BpeMsi pEAHMMALMOHHBIX MEPONPUATHH, 3a JBIXATENHHBIMH
JABHKCHHAMM TPYAHOH KNETKH, LIBETOM KOXHBEIX ITOKPOBOB JIHLA H CIH3HCTOH
obonouku ry6.

7.24 He mpuMeHATh H3[elHe NPH HANHYAHA B BO3AYXE TOKCHYHBIX HIIH
B3phiBoonmacHRIX BemecTs! Ecim anmapar Oyaer 3acachBare raz M3 Takol
aTMOC(EpE! B JOMYCKaTh ero BAKXAaHWE NAlHEHTOM, TO HCNONb30BAHHE annapara B

YCIOBHAX 3arpA3HEHHOM OKpyXalomeH cpean MoOXeT ORITE OIacHBIM, €CIH He
16
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OPHHATH; MEpH, MOPENATCTBYIOLIHE TAaKOMY 34CACHIBAHHIO HIH BALIX&HWIO,
HallpHMep HCOONE30BATH QHIBTP.

7.2.5 IlpH BHICOKO} KOHIIEHTpallMH KHCIOpPOJa — 3AMpPeileHO HCNONb30BaAHHE
OTKPHITOTO IVIAMEHY H KYPEHHA BOIM3HE H3jienms — 3T0 MOXKET PHBECTH K Moxapy!

7.2.6 3anpemeno HCIONB30BaHMA Macia HIIH CMa309HEIX MATEPHANOB BOIH3H
KHCJIOPOAHBIX YCTPOUCTB — 3TO MOXET IIPABECTH K NoXxapy!

7.2.7 Uspenue sBnseTcs OAHOPA30OBKM H NpeAHA3HAYEHO M NPHMEHEHHS Y
omgHoro mammeHTa. He mnoanexur nopropHoit crepwmsamun. IloBTOopHOE
TIPHMEHEHHE MOXKET BEI3BATH Y MAITMEHTOB Pa3BHTHE NTepeKpecTHON HHGeKmy.

8 YcraHoBKa ¥ ciocO0 NpHMEHEHAS
8.1 C6opxa w3nemma "
¢ 8.1.1 ITpoBepkTe LENOCTHOCTD YIIAKOBKH. AKKYPATHO H3BIEKHTE H3ZelHe.

8.1.2 TIMomHoCTHIO pacipaBbTe MELIOK pe3epByapHEIii epe/i HCIIOIB30BaHHEM.

8.1.3 Cxumas MEIOK JBIXaTebHEINA, BH3YAILHO npoBepsTe
paGoTocnocOGHOCTS Kianata NauMeHTa.

8.1.4 Coegnnute xianaH NanMeHTa ¢ NEPEXONHHKOM ABIXATEILHON MACKH.

8.1.5 B cmydae npoBelileHHS peaHHMAUMM ¢ HCHONB30BaHMEM KHCQIOpOAa
MOJTHOCTBIO Pa3sBepHWTE KHCJIOPOAHYIO TPYOKYy M NOACOEAMHHMTE OJMH KOHHEKTOp
TPYOKH K MCTOYHHKY KHCIOpPOA3, a APYroif X KACIOPOXHOMY HOPTY H4 BIYCKHOM
KJIanaHe AsxarensHoro Memxa. [loacoeaunnTe pesepByapHEIH MEOIOK.

8.1.6 VYcranoeuTe ypoBeHb Nojiaud kuciopona He Gonee 15 n/MuH mim 1o
YKa3aHHIO Bpava.

8.2 IIposepka paborocmocoGHOCTH

3axpoliTe KmanaH OrpaHAYeHMA JaBleHds, 3abnoxupylite coepuHeHHEE
KianaHa nagueHTa 6oasmum nankueM. [lIoqHeCHTe HAONHEHHEIA CKATEIM BO3IYXOM
MEINOK JHIXATCABHEM K yXy. CoXMHTe MEIOK, MEmOK Ha OmyNh AOKEH OHTH
XKECTKHM, 3BYKA YTeIKH He JNODkHO ORTH chasnpHo. OTKpoiiTe KianaHd orpaHHYeHHs
naBieHHA. Y6epure OGonbmoit najeny ¢ KilamaHa MMalieHTa, COXMHTE MEINOK
ABIXATENIbHEH, NOMKeH ORITH CIBINCH 3BYK MPOXOXKACHHS BO3QyXa depe3 KianaH
TIalMEHTa.

8.3 Cnoco® npumMenenns

8.3.1 OTKpHTbH POT DAIMEHTA, OYMCTHTH AKXATEABHHE IIyTH OT HHOPOAHBIX
NpeIMEeTOB M XHAKOCTH. PexomeHayeTcs HCIONB30BaTh PEAHMMALIMOHHEI OTCOC.
17
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3anpOKHHYTh TONOBy NALMEHTA Hasa] W BHABMHYTH HHXHIOIO YeOCTH To
MaKCHMANBHO IOJIHOIO BEMPAMJICHHSA e B OTKPHTHA JRXATeNbHHX ITyTels.

B chysasx, Korsa He ynaercs OTKDHTh POT NAalHEeHTa, HCnonw3yiire
POTOPAaCIIUpHTENE: OTTAHYB YTOJNOK PTA H IUeKy K HH3Y BCTaBhTe Y3KHH Kpaif
POTOPACIIMDHTENA MEXY KOPEHHEIMH 3y6aMH M BBOPauHBAIOINHM JBHXKCHHMEM IO
HacOBOH CTpeVIKE YBENHIMBACM PACCTOSHHE MEXY BepXHeH M HIKHel 9eoCTHIO.

8.3.2 Jina Gonee anexpaTHOH BeHTHWIAIMH PEKOMEHAYETCAd YCTAHOBHTh
BO3AYXOBOJX.

8.3.2.1 Brezaute Bo3nyxoBox B POTOBYIO NONOCTH M3OTHYTOH CTOPOHOMN K
A3BIKY.
83.2.2 Korza sosayxoBoa AocTHrEeT 3aHell CTEHKH TIIOTKH, pa3BepHHTe

ero Ha 180° — oH mpmKMeT KOpeHb A3KIKA H HAATOPTAHHMK, CO3LABAS cBoboanyIO
. NPOXOMHMOCTD ABIXATENLHBIX NMyTeil. KpurepreM mpasmisHOro nonoxeHns msaenus

ABNAOTCH CBOOOAHOE CHOHTAHHOE ABIXAHHE H GecrnpenATCTBEHHAS BEHTHIIALMA

NETKUX.

8.3.23 Y6emurech, 9TO BO3AYXOBOA HE CHABHraeT A3KIK HA38J M TeM

CaMBIM He NIEPEKPLIBACT ABIXATeNbHEE Iy TH.

8.3.3 Kpernko mpmiMHTe ALIXATENBLHYIO MacKy K JHLY NallHeHTa, 3aKPHIB POT

H HOC, MAKCHMAIIBHO 3alIDOKHHLTE IOJIOBY, NPHAEPXHUBAA HIDKHIOIO YeNIOCTh TOMH Xe

PYKOH, KOTOpO AepuTe NBIXATENBHYIO MacKy. AKKYpaTHO CXXKHMalTe MeIoK

ABXaTeNbHEIH 1 Habmozaiite 3a paciuMpeHneM rpyAHOL KIeTKH.

8.3.4 OcnaGrre faBreHHe Ha MEMOK ABIXATEBHENE U naiiTe TPYAHOH KjIeTKe

onacts. [Tosropsiire 12-20 pa3 B MuHYTY, y Aereit — 30 pas B MHHYTY.

Ectn B omymaere HapacTanWe CONpOTHBIEHHS, IIpOBEphTE

IIPOXOAMMOCTE IBIXATENHHX IyTEd HIH NPABHIBHOCTD MOJOXKCHHA

ronoBsl nanventa. Ecnu ¢ noMompio msgenns me ynaerca JIOCTHTHYTH
QJICKBATHOH BEHTHIALAA, HEMENICHHO IEPEXOAMTE K 3KCIIMpaTOpHOHK
METOAMKE (POT-B-POT, POT-B-HOC).

8.3.5 Ecin y mauHeHTa BO BpeMsl MacO4YHOM BEHTHNAIHA HAMMHACTCH pBOTa,
HeOOXONMMO HEMEIJIEHHO OYHCTHTH IKIXATEIHHEIC IOYTH, 3aTeM HECKOJBKO pas3
TOAPAA CHKATh MCIIOK AKXATeNBHBIH A0 BO30OHOBICHHS HOPMANBLHOM PHTMUIHON
BEHTHWIALHAH.

18
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8.3.6 Jlna Memxa ABIXaTENBHOTO B3POCIOrO PasMEpHOro psaa, HeoOXOAMMO
YCTAHOBMTE KJIallaH OTpaHAYIeHNd JaBleHHd Ha 60 M BOA.CT.
8.3.7 /lna MeHIKa JRIXATENFHOTO HEOHATAIBHONO H  MNEAHATPHYECKOTO

Pa3sMEpHOro pssa, HeoOXOAHMO YCTAHOBHTH KIANlaH OTPaHHICHHA JaBlieHHd Ha 40
CM BOZA.CT.

A TIpu OTKpEITOM KanaHe MOXeT GHITh CIIRINeH IIMNAHI 3BYK.

Y HEKOTOpHX NAalMeHTOB BHICOKOE JaBlEHHEe NPH BEHTHIAIHH, MOKET
BEI3BATH NIOBPEX/ICHAS JIETKUX HIIH Pa3ayTHE XKeTy KA.

8.3.8 Ilpn HeOOXOAMMOCTH YBEIHYHTH RaBJICHHE, s HEOOXOXMMO HaXaTb M
. NOBEPHYTH KHOIMKY BO BPEMA CXKATHA MEINKA JRXATeIHHOIO — KJIalaH OTKIIIOUEH.

8.3.9 Orperymmposars ypoBeHb NOAAYH KHCIOPOAa cornacHo Crelpduxauny
HJIH IO METULMHCKHAM TIOKA32HHAM.

8.3.10ITocne 3aBepiueHHs HCIONB3OBAHMS H3BICTR: H3AENHE B COOTBETCTBHH C
MEIHLIHHCKAMHA PEKOMEHIAIHAMH U MPOTOKOJIaMH.
8.3.11!cnons3oBasHOE M3AENHE NOMNNEKHUT YTHIHIALMH.

9 Texuauaeckoe 00ciyXUBaHHEE, TEKYIIHI PEMOHT
Hsnenue TexHudeckoMy 0GCITy XHBAHHIO H PEMOHTY HE IOZJIEXHT.

10 KoMmuekTHOCTH

0 KoMIu1exT nocraBka H3fenms Npe/cTaBieH B Tabnue 6.
Tabmana 6 — KoMnuexT nocrabku
HarmMeHOBARHES KommuecTso, mT.

1. AtmapaT HCKYCCTBEHHOM BCHTHIIAIMHE JIETKHX pyvHON
OZHOPA30BLId, B3POCHED, B COCTARE:

— MEIIOK JBIXATeISHE B3POCIEIA;

—macka 3 JIBX apxatencHas B3pociasg, pasMephl:

Ned, No5;

— KIIaNaH NANHCHTA;

- granad [IIKB (PEEP) (npa Heo6xommMocTh);

— KMCIOpo/Has TPyGka (Mpa HeoOxomaMocTH);

— MemoK peaepayapHEI 2500 (npn

== |t | et N |

HEOOXOXAMOCTH);
—Bo3ayxoson [ezens, pasmeper 2, 3, 4 (opm 3
HeoOXOUMOCTH);
— POTOpACIIAPATENS (IpH HEOGXOAHMOCTH). 1
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— noTpeORTENBCKAS YIAKOBKA (ILNACTHKOBRIM GOKC C

npo3pavHoil Xprnnkoit H pyukol 118 nepeHoCKH)

— PYKOBOACTBO IO 3KCIUIY&TAIMH 1
2. AnnapaT HCKYCCTBCHHOM BEETRIIANEY JIETKHX PYIHOH
OAHOPA30BLIN, XCTCKHL, B COCTABE:

— MENIOK ABIXATCNRHBIH AeTCKH;

- macka m3 JIBX mxarenbHas Aerckas, pasMeps

Nel, No2, Ne3;

— KNANSH DAIHCHTA;

- knanaH [1IIKB (PEEP) {mpy HeoOx0anMOCTH);

— KHCJIOpOAHas TPYOxa (OpE HeoOXOAUMOCTH);

— MeIIoK peaepByapHEI’ 1600 {opm

BeobxomMocTR);

— po3ayxoBoz I'epens, pasmepn: 000, 00, 0, 1, 2, 3

(npH HeOOXONRMOCTH);

— POTOPACIIHPHTEE (TPH HeoOXOAMMOCTH). "
. — noTpebuTeNhcKAS YIAKOBKA (ILIACTHKOBRIY GOKe ¢

NpO3pavHON KpHIMKOH B pyIxoll 14 NepeHOCKH)

— PYKOBOACTBO IO 3KCILTYATAIHH
3. Anmapar HCKYCCTBEHHOM BEHTWIAIMH JNEIKHX pyqHOMN
OIHOPa30BEIN, 118 HOBOPOXASHHEIX, B COCTABE:

— MEmMOK ALIXATENbHLIE 11 HOBOPOXKASHHEIX;

— MacKa H3 IIBX ABLIXATCILHAA ang

HOBOPOXASHHEIX, pasMepsl: No 00 (42mm), Ne0, Mol ;

= KJIANAH NARCHTa;

— xianas ITJIKB (PEEP) (npr He0OXOMMMOCTH);

— KHClIopoaRasn TpyOka (mpH HeoGXONEMOCTH);

~ MeIoK pe3epByapHb 1600 (npa

HeoOXOMEMOCTH);

— po3ayxosoa I'eaens, pasmeprnt: 000, 00, 0 (upm

He0OX0HMOCTH);

— POTOPaCIIMPHTEND (MPH HEOOXOXAMOCTH).
. — NOTpeGHUTENHCKAs YIAKOBKA (IUIACTHKOBEDE GOKC ©
OpO3paYHON KpHIMKOA B pyaxoit 1718 NEpeHOCKH)
— PYKOBOACTBO 11O IKCIUTY ATALAA

[ [Sg ey Ry [FS ] [

Y e L =)

Pb ok | b | N [

| WD

11  VYnaxorka

Kaxzasd cocTaBHas 9acTh H3ZENIMSA, 33 HCKIIOYEHHEM MelKa AHXATEIBHOIO,
AOJKHA OBITh YIIaKOBAHA B HHAWBHAYaIbHHIA MakeT ¥3 nommstanena. Kpas makera
3aKpEIUIIOTCH Pa3IAYHBIMH THIIAMH 3aCTeXeK: KIEeBRM KJIAMAHOM, 3HII-TIOKOM,
CKOTYEM HJTH 3aIIaHBAIOTCA.

CocraBHEIe M3JeHA YNAKOBHBAIOTCA B INACTHKOBRIE GOKC ¢ Ipo3pavHO#
KPHINKOH H pYYKO# M DEPEeHOCKH, BMECTE C PYKOBOACTBOM @O 3xcmljrarmnm.
I'abapHTHEIE pasMephl AacTAKOBOro Gokca (IIMHAXIIAPHHAXBECOTA), -
270x160%140 MM, somycTMoe oTxNIoHeHne +20 MM. Macca Gokca 0,9 £0,1 kr.
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ITnacTHkOBEN GOKC YIAKOBRIBAIOT B MAKET H3 MONH3THICHA H YKIAALBAIOT 110
12 1wT. B TPAHCTIOPTHYIO YIIAKOBKY, IIPeACTARAAIOMIYIO c000H KapTOHHEIH KOpos.

12 Mapxupoeka
12.1 Ha xnanaH orpaHHYEHKS JABJIEHHS HAHOCHTCA MApKHAPOBKA C YKa3aHHeM

NOAZEPKHBACMOrO JAB/ICHHS, HA MCEINOK ABXATENbHHM — pasMep MeINkKa, Ha
ABIXaTEeJBHYIO MACKy — pa3sMep MakCH, Ha MEIIOK pe3epByapHHIA — HAHMEHOBAHUE U
obnem.
12.2 Ha nnactuxoBhii GOKC ANA XpaHeHHA H NEPEHOCKH, AOKHA OHITH
HaHeCeHa cleAylolas MApKHPOBKA:
— HaHMEHOBaHWE W/HJIH TOBAPHHNA 3HAX IPOM3BOAMTENII M €0 agpec
(o603HAYEHO COOTBETCTBYIOMMM CHMBONOM); .
. — HAMMEHOBaHHME YMONHOMOYEHHOH OpraHH3allid IPOHM3BOJNHATENS H
KOHTAKTHEIEC JaHHBIE;
— HAWMEHOBaHHE W3/ieNns;
— Ppa3Mep H3aennd,
— JiaTa M3roTOBJIeHHA (0603HaYMEHO COOTBSTCTBYIOIMM CHMBOJIOM);
— JaTa HCTEYEHHS Cpoka TrofHOCTH (0003HAYEHO COOTBETCTBYIOIIMM
CHMBOJIOM);
— koA naptud (0003HAYCHO COOTBETCTBYIOIMM CHMBOJIOM);
— HOMep IO XATAIOrY;
— CBEJICHHA O CTePUNILHOCTH (0003HAYEHO COOTBETCTBYIOIMM CHMBOJIOM);

— CBeJcHMA O CcoAcpkaHMM ¢TanaroB (0003HaA4YEHO COOTBETCTBYIOIIHM
C ) CHMBOJIOM)); "
— MpeaynpexaeHne 0 HeoOXOAMMOCTH OOparHThCH K PYKOBOACTBY IIO
3KCILTyaTaluH (0003HaYeHO COOTBETCTBYIOHMM CHMBOIIOM);
— TNpeAynpeXneHHe O He HCNONH30BAHHM H3AENUA NPH LOBPEKACHHH
ynaxoBKkH (0603Ha4eHO COOTBETCTBYIOIMM CHMBOJIOM);
— TpeAynpexACHHE O 3alpere Ha NOBTOpHOe npuMeReHHe (oGosHadeHo
COOTBETCTBYIOIIMM CHMBOJIOM);
— obo3HagueHne ycaoBHi XpaHCHUS,;
— HOMED H KaTa PErHCTPallHOHHOIO YAOCTOBEPEHMA.
12.3 MapxupoBka TPpaHCIIOPTHOM YNaKOBKH CONEPIKHT:
— HaWMEHOBaHWE W/HIN TOBAPHEIA 3HAK NPEANIPHUSTHA-H3TOTOBUTENA,
— HaWMEHOBaHWE H3JIeNA;
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— TOJ B Mecqll YIIaKOBHIBAHKSA,

- ofo3HaueHne yCNOBHI XpAHEHHA M TPAHCIIOPTHPOBAHHS.

O603Ha4eHns HaHSCEHHRIX CHMBOJIOB TIPHBEACHH B Tabmuie 7.

Tabnuna 7 — O6o3saYeHHe HAaHECEHHEIX CHMBOJIOB

HsoGpexcrme O6o3Ha9cHME CHNBOJIA
CHMBOJIA
LOT Kon naprun
R E F Homep no karanory
Jara u3roToRNICHRS ‘
HsroToBHTENE
Hcnone3onats 10 ...

O6paTHTech K HHCTPYKUHH 10 IPHMEHEHMIO

He Hcno/ms30BaTH NpH NOBPEKACHHH YNAKOBKH

> 3 @@=

3anper Ha NOBTOPHOE NPUMCHEHHE
He cogepxmT dranarop
He crepunsno
) “ “
f Bepeus ot Biarn
e
-y ‘- He nonyckars po3neficTBIA CONMHEYHOTO CBETA
|
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TemneparypHbIit AMana3zoH

13 YcnoBus 3KCILTyaTaliy
H3penve npuMeHMOTCA B IOMELICHHUAX WIH Ha OTKPHITHIX MOBEPXHOCTSAX IPH
CleayIoIMX KIIUMaTHIECKUX YCIIOBHUAX:
+50°C

TeMrepatypa Bo3ayxa ot 0°C mo mmoc 50 °C;
o°c

95%

OTHOCHTEJIbHas BIAXHOCTB Bo3ayxa oT 40 o 95%,;
o - |

06,7xNa
atMocgepHoe naBnenue 84,0-106,7 xIla (630-800 MM pr. cT.).

84,0«Ma

14  TpancnopTHpoBaHHE

YnakoBaHHOE H3eMe TpPaHCMOPTHPYIOT BCEMH BHAAMH  3aKpBITHIX
TPAHCMOPTHEIX CPEACTB, B COOTBETCTBMM C IIpaBWIaMH [E€pPeBO30K IpPY30B,
AEHCTBYIOLIMMM Ha JAHHOM BHJE TpaHCNOpTa.

H3nenne TpancnopTHpyeTcs IpH COOMOAEHUM CIERYIOIMX KIHMaTHYECKHX

YCIIOBHSX:
+60°C
. X TEMIIEpaTypa Bo3ayxa oT MuHyc 40 mo nmoc 60 °C;
-40°C
95%
OTHOCUTEJIbHAas BIAXHOCTH Bo3ayxa oT 40 g0 95%;
40%

06,7«Ma
atMoctepHoe nasneHue 84,0-106,7 kI1a (630-800 MM pr. cT.).

84,0xMa

15 Xpanenue

H3penue XPaHHTCA B 3aKpPhIThIX IIOMCIICHNUAX ITPpH CIICAYIOIMX
KIIHMaTHY€CKHX YCJIOBHUAX:
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1 +60*C

TemMnepaTtypa Bo3gyxa oT muHyc 40 go nnatoc 60 °C;

—40*d "
95%
@- OTHOCUTENbHAasA BMaXXHOCTb Bo3ayXxa oT 40 fo 95%;
409
06,7kMa
atmocepHoe gasneHune 84,0-106,7 klMa (630-800 mm pT. CT.).

XpaHnTb uM3aenne Heob6XoAMMO BAaNN OT HarpeBaTe/lbHbIX MNPUGOPOB, B
3alMLLEHHOM OT CO/THLLA MECTE.

16  [apaHTuWiiHbIE 065s13aTe/IbCTBA

MponsBognTenb  rapaHTUPYeT COOTBETCTBME  U3LeNIMA  3a8B/IEHHbIM B
AOKYMEHTaLMM NoKasaTeNIaM KavecTBa 1 XapaKTepucTMKam npu cobtofeHnN npasus
TPaHCMOPTUPOBAHUSA N XPaHEHUSA B TeYeHMe BCEro CpoKa rofgHOCTMN.

Mpon3soanTeNb He HEeCceT OTBETCTBEHHOCTM 3a C/ly4yaillHble UM KOCBEHHbIe
y6bITKN, yLLepb 1 pacxofbl, MPSAMO UM KOCBEHHO CBS3aHHbIE C MUCMOMb30BaHNEM
JAHHOrO  W3AeNnNA; He HeceT OTBETCTBEHHOCTM B OTHOLUEHUW  W3AENUNA,
noaBepraemMbIX MOBTOPHOM 06paboTKe MM CTepUIN3aL MmN, UCNO/b3YeMbIX MOBTOPHO,
nojsepraemMblX BO3L4ENCTBUIO KIMMATUYECKUX W  MeXaHUYeCKUX (haKTopoB Mpu
TPaHCNOPTUPOBAHUM W XPaHEHWUW, OT/INYHbLIX OT YKaszaHHbIX B [OKYMeHTauuu
NPOM3BOAUTENA, N He [aeT HUKaKUX rapaHTUin, SIBHbIX WX MofApasyMeBaeMblX,
BK/IIOYasA, MOMMMO BCEro npoyero, rapaHTUM KOMMEPYECKOro KayecTBa WU
NPUIroAHOCTb AN1S1 UCMONb30BaHNSA MO Ha3HAYEHUO B OTHOLLEHNN TaKUX U3LeNNiA.

CpoK rogHocTn nusgenus —3 roga oT AaTbl NPON3BOACTBA.

CpOK XpaHeHu s n3genns —3 roga oT gaTbl MPOU3BOACTBA.

17 MopsiA0K OCYLLLECTBNEHUS YTUNZALMM U YHUUTOXEHUS MEAULIMHCKOT
N3aenus

Mocne nMpUMeEHeHUS wm3gennsa no  Ha3HaYeHUK OHO  [O/M>KHO  6biTb
yTWUAM3NPOBAHO, KaK MOTeHLMaNbHO ONacHble 0TX0oAbl Knacca b.
Mpn wnCcTeYeHMM CpoKa TOAHOCTM  W/MAN  HapPYLUEeHUW  LLeNI0OCTHOCTYU

repmMeTUYHOM YNakoBKM MEAMLMHCKOE W3Aenne [0/HKHO ObiTb YTUIN3NPOBAHO Kak
MeANLIMHCKNe 0TXO0Abl Knacca A.

YTunusayma nponssogntca B cootBeTcTBUM ¢ CaHluH 2.1.3684-21.
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18 KoHTaKTHas nHpopmaums

B cnydae BO3HMKHOBEHMA BOMPOCOB, CBA3AHHbLIX C MPUMEHEHWEM W3[enus, a
TakKKe NPU BO3HUKHOBEHWMW TMPETEH3U K MPOU3BOAUTENID, MOTPebUTEeNlb MOXET
06paTUTbLCA MO yKasaHHOMY ajpecy:

YNonMHOMOYeHHaa opraHmsaLmsa rno BonpocaMm KayvecTsa:

O6LWecTBO C OrpaHUYeHHoOW OTBeTCTBEHHOCTbIO «APMEAVMKA» (00O

«APMELOVKAY), Agpec: 620075, Poccus, r. EkaTepuHbypr, yn. LWeB4eHKo, 4. 20,

nomewieHue 7, Ten.. +7 (343)-286-42-73, E-mail: zakaz@yukigroup.ru , Caur:
yukigroup.ru.
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MpunoxeHne A
CBefieHMs1 0 HOPMATUBHOM JOKYMeHTaLnm
[NepeyeHb NPUMEHAEMbIX MEXAYHAPOAHbLIX CTaHAAapPTOB

EN I1SO 13485:2016 W3genna wmefuumnHcKMe. CUCTEMbI  MeHeMKMeHTa
KadecTBa. CUCTeMHbIe TpeboBaHUA 415 Lefeil perynnpoBaHus;

OupekTtBa CoBeTta EBponbl 93/42/EEC (cepTudmkar Ne G2063744 0018
[AencTBUTeNEH A0 «26» 05 2024r.);
- EN 1041:2013 NHdopmauus, noarotTaBnMBaemMas N3roTOBUTENEM,
COMpPOoBOXAarLLas MeANLMHCKME Npubopsl;
- EN ISO 14971:2019 Medical devices. Application of risk management to
medical devices (LN3menusa meguuMHCKue. TpUMEHeHMe MeHeMKMeHTa pucka K
MeANLUVHCKUM U30eNNSM);
- EN ISO 10651-4:2002 AnnapaTbl WCKYCCTBEHHOW BEHTUNAUMN NErKuX
MeanumHckue. Yactb 4. YacTHble TpeboBaHMS 6€30MacHOCTU C YY4ETOM OCHOBHbIX
(PYHKLMOHA/IbHbBIX XapaKTepUCTUK K arnrnapataM UCKYCCTBEHHO BEHTUNALNN NErkKnx
N1 OXKUBNEHUA C PYYHbIM MPUBOLOM;
- EN ISO 10651-5:2006 AnnapaTbl WCKYCCTBEHHOW BEHTUMAUMM NIErKUX
MeanuMHCKMe. YacTtb 5. YacTHble TpeboBaHMSA 6€30MacHOCTM C YYeTOM OCHOBHbIX
(DYHKLMOHa/IbHbIX XapaKTepuUCTUK K annaparam MCKYCCTBEHHOM BEHTUNALUM NTerKUX
N1 OXKVBJIEHUS;
- EN ISO 5364:2016 O6opygoBaHve [ONA aHeCcTes U WUCKYCCTBEHHOIO
AbixaHusa. OpodaprHreasibHble BO34YX0BO/AbI;
- ISO 10993-1:2018 OueHKa 6monornyeckas MeanuUMHCKUX nsgenunii. Yacto 1.
OueHKa 1 UcnbITaHUA B paMmKax npotiecca MeHe)KMeHTa pUCKa;
- ISO 10993-5:2009 OueHKa 6ronornyeckas MeanuUMHCKMX YCTPOICTB. YacTb 5.
VcnblTaHNA Ha LMTOTOKCUYHOCTb B MPOBUPKE;
~ ISO 10993-10:2010 OueHka 6uonormvyeckas MeavUMHCKUX Wn3gennin. Yactb
10. Mpobbl Ha pasgpaxeHne v anyieprnyecKyto peakunto Koxu;

CepTtudukat coorBeTcTBUA 1SO 13485:2016, peructpaumoHHbIn Ne Q6 063744
0017, pata Bblgaun «01» 10 2019 r.

MepeyeHb CTaHAAPTOB, MPUMEHSIEMbIX Ha TeppuUTopuUKn Poccuiickoii degepauum
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- roct P M3K 62366-1-2021 «W 3pgenna wmeguuymHckme. Yactb 1
MpoekTUpoBaHMe  MEAULMHCKUX  U3OeINiA € YYeTOM  3KCh/yaTaunoHHOM
NPUIroAHOCTU».

- FOCT P NCO 10651-4-2015 AnnapaTbl UCKYCCTBEHHOW BEHTUNALNN NErKUX
mMeanumHcKue. Yactb 4. YacTHble TpeboBaHUA 6€30MacHOCTU C Y4eTOM OCHOBHbIX
(DYHKUMOHa/IbHbIX XapaKTePUCTUK K annaparam MCKYCCTBEHHON BEHTUNASLMN NErKnx
ANA OXKMBIEHUA C PYYHbIM MPUBOAOM

- FOCT P NCO 10651-5-2015 AnnapaTbl MCKYCCTBEHHON BEHTUNALUUM NErKUX
MeanumMHckmMe. Yactb 5. YacTHble TpeboBaHMA 6€30MacHOCTU C YYETOM OCHOBHbIX
(DYHKLMOHa/TbHbIX XapaKTePUCTUK K arnnapatam MCKYCCTBEHHOW BEHTUIALMM JTErKnX
AN OXKNBEHNS

- MOCT 31057-2012 AnnapaTbl WCKYCCTBEHHOW “BEHTUIAUMM JETKUX A1
OXXNBJIEHUSA

- NOCT P WNCO  15223-1-2020 W3penuna  megnymHckue.  CUMBOSbI,
NPUMeHsIEMble NPU MapKUPOBaHMM Ha MEANUMHCKUX W3OeNnNaX, 3TUKETKax U B
CoONpoBOAUTENbHOM foKYMeHTauun. Yactb 1. Obuine TpeboBaHUSA

- FOCT ISO 10993-1-2011 W3pgenust megnumHckue. OueHKa 61M0M10rn4ecKoro
NENCTBMNA MeANLMHCKNX n3aennin. Yactb. 1.0uUeHKa 1 UcceaoBaHms

- NOCT P WNCO 10993-2-2009 W3genuna  mMeauMuMHckme.  OueHKa
OMONOrMYecKoro [encTBms  MeguUMHCKUX u3gennidi. Yactb.2. TpeboBaHMs K
obpaLleHNIO C XXMBOTHbIMU

- FOCT ISO 10993-5-2011 WM3penust meanumHcKne OueHKa 61M010rm4eckoro
[AENCTBUA MeAUUMHCKUX un3genuin. Yactb.5. MccnepgoBaHna Ha LUMTOTOKCUYHOCTb:
MeTOoAb! «in Vvitro»

- FOCT ISO 10993-10-2011 WM3penusa meanumnHckmne. OueHKa 6Monornyeckoro
OENCTBUA MeANUMHCKUX m3gennii. Yactb. 10. VccnegoBaHUs pasgpakarowlero u
CEHCUOUTN3NPYIOLLETO AeCTBUS
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MepeBog TeKcTaBbiNONHeH nepesogyunkom L onnb6oposoit Mapxabo Mawmnan6eeBHON.

Poccuiickasa defepauyms
"opos MockBa
[eBATOro anpens e TbiCAYN ABafLaTb YeTBEPTOro roja

A, Mowuceesa Jlnnma BnagnmmpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH NOA/IMHHOCTD
noanucy nepesoaunka LLlonH6ogoBoin Mapxa6o lMaliluaH6eeBHb!.

Mognuck caenaHa B MOeM MPUCYTCTBUMN.

JIN4HOCTb NOANUCABLLErO JOKYMEHT YCTaHOB/EHA.

3aperncTpupoBaHo B peectpe: No 50/995-H/77-2024- »
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