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1. Medical device name

Single-use anaesthetic masks in design variants

1. Singie-use anaesthetic masks in a design variant:

11 Single-use anaesthetic mask without hook UTRA-SMT size No. 0 CM-65800 consisting of:
1.1.1 Body - 1piece

1.1.2 Cuff- 1piece

1.1.3 Valve in the upper part - 1 piece

12 Single-use anaesthetic mask without hook UTRA-SMT size No. 1CM-65810 consisting of;
1.2.1 Body - | piece

1.2.2 Cuff- 1piece

1.2.3 Valve in the upper part -1 piece

13 Single-use anaesthetic mask without hook UTRA-SMT size No. 2 CM-65820 consisting of:
1.3.1 Body - 1 piece

1.3.2 Cuff- 1piece

1.3.3 Valve in the upper part - 1piece

14 Single-use anaesthetic mask without hook UTRA-SMT size No. 3 CM-65830 consisting of:
1.4.1Body - 1piece

1.4.2 Cuff- 1piece

1.4.3 Valve in the upper part -1 piece

15 Single-use anaesthetic mask without hook UTRA-SMT size No. 4 CM-65840 consisting of:
15.1 Body - 1 piece

1.5.2 Cuff- 1piece

1.5.3 Valve in the upper part -1 piece

16 Single-use anaesthetic mask without hook UTRA-SMT size No. 5 CM-65850 consisting of.
1.6.1 Body - 1piece

1.6.2 Cuff- 1piece

1.6.3 Valve in the upper part - 1 piece

1.7 Single-use anaesthetic mask with hook UTRA-SMT size No. 0 CM-65805 consisting of:
1.7.1 Body - 1piece

1.7.2 Cuff- 1piece

1.7.3 Valve in the upper part - 1piece

1.7.4 Hook —1 piece

18 Single-use anaesthetic mask with hook UTRA-SMT size No. 1
CM-65815 consisting of:

1.8.1 Body - 1piece

1.8.2 Cuff- 1piece

1.8.3 Valve in the upper part - 1piece

1.8.4 Hook —1 piece

19 Single-use anaesthetic mask with hook UTRA-SMT size No. 2 CM-65825 consisting of:
1.9.1 Body - 1piece

1.9.2 Cuff- 1piece

1.9.3 Valve in the upper part - 1 piece

1.9.4 Hook — 1 piece

1.10 Single-use anaesthetic mask with hook UTRA-SMT size No. 3 CM-65835 consisting of:
1.10.1 Body - 1piece

1.10.2 Cuff- 1piece

1.10.3 Valve in the upper part - 1 piece

1.10.4 Hook —1 piece

111 Single-use anaesthetic mask with hook UTRA-SMT size No. 4 CM-65845 consisting of:
1.11.1 Body - 1piece

1.11.2 Cuff- 1piece

1.11.3 Valve in the upper part - 1 piece
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1.11.4 Hook —I piece

1.12 Single-use anaesthetic mask with hook UTRA-SMT size No. 5 CM-65855 consisting of;
1.12.1 Body- 1 piece

1.12.2 Cuff- 1piece

1.12.3 Valve in the upper part - 1 piece

1.12.4 Hook —1 piece

1.13 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 0 CM-65404
consisting of:

1.13.1 Body - 1 piece

1.13.2 Cuff with air cushion - 1 piece

1.13.3 Valve in the upper part - | piece

1.13.4 Biow-in valve —1 piece

1.13.5 Hook —1 piece

114 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 1CM-65414
consisting of:

1.14.1 Body - 1piece

1.14.2 Cuffwith air cushion - 1piece

1.14.3 Valve in the upper part - 1 piece

1.14.4 Blow-in valve —1 piece

1.14.5 Hook—1 piece

1.15 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 2 CM-65424
consisting of:

1.15.1 Body - 1 piece

1.15.2 Cuffwith air cushion - 1piece

1.15.3 Valve in the upper part - 1 piece

1.15.4 Blow-in valve —1piece

1.15.5 Hook —1 piece

1.16 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 3 CM-65434
consisting of:

1.16.1 Body- 1piece

1.16.2 Cuffwith air cushion- 1 piece

1.16.3 Valve in the upper part - 1piece

1.16.4 Blow-in valve — 1 piece

1.16.5 Hook — 1 piece

1.17 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 4 CM-65444
consisting of:

1.17.1 Body - 1piece

1.17.2 Cuffwith air cushion - 1piece

1.17.3 Valve in the upper part - | piece

1.17.4 Blow-in valve - 1 piece

1.17.5 Hook —1 piece

1.18 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 5 CM-65454
consisting of:

1.18.1 Body - 1piece

1.18.2 Cuffwith air cushion - i piece

1.18.3 Valve in the upper part - 1piece

1.18.4 Blow-in valve — 1 piece

1.18.5 Hook —1 piece

1.19 Single-use anaesthetic mask with air cushion and blow-in valve with hook size No. 6 CM-65464
consisting of:

1.19.1 Body - 1piece

119.2 Cuffwith air cushion - 1 piece
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1.19.3 Valve in the upper part - piece
1.19.4 Blow-in valve—1piece
1.19.5 Hook —1 piece

1.20 Single-use anaesthetic mask SM-65910 consisting of:
1.20.1 Body -1 piece

1.20.2 Cuff- 1piece

1.20.3 Valve in the upper part - 1piece

1.20.4 Hook - 1piece

121 Single-use anaesthetic mask with oxygen connecting tube and adapter SM-65912 consisting of:
1.21.1 Body - | piece

1.21.2 Cuff - 1piece

1.21.3 Valve in the upper part - | piece

1.21.4 Hook —1 piece

1.21.5 Adapter — 1 piece

1.21.6 Tube - 1 piece

2. User manual —1 piece

3. Individual package — 1 piece

(hereinafter, anaesthetic mask or device)

2. Purpose of the medical device

Placed over the patient's nose and/or mouth for direct inhalation of anaesthetic gas into ih
respiratory tract

3. Scope of the medical device
in medical and health care facilities

4. Operation conditions
General conditions:
Intended for use in medical institutions

Use in the shower, bath or washbasin is prohibited
It is allowed to use in bed when the patient is in a lying or sitting position.

Visibility area conditions:

The range of ambient illumination: from 100 Lux to 1500 Lux
Viewing distance: from 20 cm to 100 cm

Viewing angle: normal to front side + 30

Physical conditions:

Temperature range: 10 ~ 40°C

Relative humidity range: 20 % to 95 %, non-condensing
Atmospheric pressure range: from 500 hPa to 1200 hPa
Background sound pressure level: <70 dBA

5. Indications for use

- for large surgical operations.

- used for inhalation anesthesia on the background of self-breathing and/or auxiliary and forced
ventilation.

6. Contraindications/possible side effects
Possibility of various complications shouldn't be excluded. Pharyngitis, tracheitis, laryngitis, and
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other conditions may develop. All this may occur in the postoperative period.

1, Warnings

- Do not use if the package is opened or damaged

- In the absence of an alternative method of respiratory support for the patient and the necessary
spare equipment.

- For use by qualified personnel only.

8. Safety instructions

- The procedure should be performed according to the attending physician's prescription.
- Intended for single use only. Re-use is prohibited.

- The procedure should be performed by qualified medical personnel only.

- For use only for one patient

- Inadequate anaesthesia may lead to coughing, breath retention, or lar>mgeal spasm.

9. Medical device manufacturer
Besmed Health Business Corp.

No. 5, Lane 116, Wu-Kong 2nd Rd,

Wou-Ku District, New Taipei City248, Taiwan
E-mail address: info@besmed.com

Web-site: www.besmed.com

the

10. The basic composition (completeness) of the medical device

Single-use anaesthetic mask without hook UTRA-SMT sizes
No. 0-5 consists of:

1- Body

2 - Cuff

3 - Valve in the upper part

Figure 1

Single-use anaesthetic mask with air cushion and blow-in valve with hook consists of:
1- Bodv
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2- Cuff with air cushion
3 - Valve in the upper part
4- Blow-in valve

5- Hook
o ¢ 5. .
Pl N
! - T——
3
1

Figure:

Single-use anaesthetic mask with oxygen connecting tube (1) and adapter (2) SM-65912 is
shown in Figure 3:

Figure 3

Medical device delivery package includes:
1. Single-use anaesthetic masks in a design variant — 1 piece
2. User manual - 1 piece
3. Individual package — 1 piece
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1.13. List of accessories
There are no accessories to the medical device. All components of the medical device are
included in the package. If any part of the medical device is missing or damaged, the product

should be replaced and discarded.

1.14. General description ofthe key functional elements, parts, composition, functionality

Device name

Single-use anaesthetic CM-65800

masks without hook
UTRA-SMT

Device name

CM-65810
CM-65820
CM-65830
CM-65840
CM-65850

Single-use anaesthetic  ~\1 e=onc

masks with hook UTRA-
SMT

CM-65815
CM-65825
CM-65835
CM-65845
CM-65855
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Mask size

Size No.

Size No.
Size No.
Size No.
Size No.
Size No.

(3, B IR RN

Mask size

Size No.

Size No.
Size No.
Size No.
Size No.
Size No.

g wN

Valve

Description

Weight of the

connector in the patient

upper part

OD (outer
diameter);
15 mm

OD: 15 mm.
OD; 22 mm.
OD; 22 mm,
OD; 22 mm.
OD: 22 mm.

Valve

(0<2kg)

(2 ~ 10 kg)
(10-25 kg)
p5~60 kg)
[60- no kg)
[>110kg)

Description

Weight ofthe

connector in the patient

upper part

OD (outer
diameter):
15 mm

OD: 15 mm,
OD: 22 mm.
OD: 22 mm.
OD: 22 mm.
OD: 22 mm.

(0<2kg)

[2-10 kg)
(10-25 kg)
(25 - 60 kg)
(60- 110 kg)
(> 110 kg)

Weight of
the mask

105+ 1
145+ 1
17.5¢ 1
225+ 1
25+1

Weight of
the mask

125+ 1
165+ 1
195+ 1|
245+ 1
27+ 1

Mask size
(the cuffina
completely
deflated
condition),
mm

55x42+|

66x51.5+|
79x62+2
92x72.5+2
105x80+2
110x90+2

Mask size (the
cuffina
completely
deflated
condition).
mm

55x42+l

66x51.5%I
79x62+2

92x72.5+2
105x80+2
110x90+2



Device name Description (

Mask size Valve Weight ofthe  Weight of Mask size
connector in the patient the mask  (the cuffi
upper part complete!

deflated i

Single-use anaesthetic condition)
masks with air cushion mm ]

and blow-in valve with  CM-65404  Size No. 0 OD (outer (0<2kg) 125+ 1  55x42+t

hook diameter):
15 mm

CM-65414  Size No. 1 DD: 15mm. (2 ~ 10kg) 165+ 1 66x515+

CM-65424  Size No. 2 OD; 22mm. 00-25 kg) 24+ 1 79x62+2

CM-65434  Size No. 3 OD: 22 mm. 25 -60kQg) 34i i 92x72.5+

CM-65444  Size No. 4 OD: 22 mm, (60~ 110kg) 36+ 1 105x80+:

CM-65454  Size No. 5 OD: 22 mm. (> 110kg) 40+ 1 110x90+3

CM-65464  Size No. 6 OD: 22 mm. 465+ 1  120x87+3

Single-use anaesthetic ~ CM-65910 OD: 22 mm, 175+ ! 105x80+2

mask

Single-use anaesthetic ~ CM-65912 OD: 22 mm, 66.5% 1 120x87+2*

mask with oxygen i
connecting tube and
adapter

- The material of anaesthetic mask should be transparent or translucent. During the anaestheti
mask use, visibility and transparency should not deteriorate throughout the mask's entire servic
life.

- The surface should be clean, free from burrs, black particles, mechanical damage, foreig
inclusions, etc. j
- The anaesthetic mask should have either a pin connector with a diameter of 22 mm or a pi
connector with a diameter of 15 mm. which should have interface with the correspondin’
connectors defined in 1SO 5356-1

- The valve connector at the top should comply with 1SO 5356-1.

- anaesthetic masks are equipped with a nipple valve for inflating the cuff with a Luer connecto:
(see Fig. 2) |
- The dead space of the anaesthetic mask recommended for connection to the resuscitatioij
device should not exceed 100 ml for resuscitation devices delivering more than 300 ml. Foi
resuscitation devices delivering 300 ml or less, this dead space should not exceed 30 % of th®
minimum delivered volume specified ,
in the instructions for use. ,
The anaesthetic mask should have a means of fixation, with which it can tightly fit the user's
nose, mouth and chin and which ensures a tight fit of the mask to the face on the sides.'
Anaesthetic masks should be made of materials, compatible with gases and anaesthetic agents.
The design ofthe connection between the anaesthetic mask and the respiratory anaesthetic circuit
should exclude the possibility of their incorrect assembly. ,
The connection between the anaesthetic mask and the respiratory circuit should withstand the
maximum applied tensile force of more than 50 N.

Resistance to expiration

To facilitate exhalation, the resistance to the exhaled flow should be minimal, unless there are
special medical indications for creating increased resistance.

Resistance to inspiration

The design should allow the patient to breathe independently without excessive resistance when
the ventilator is not operated by the operator.

Hook
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Hook around the exit hole for tighter attachment of the anaesthetic mask to the patient's face with
a head strap.

I‘fﬁﬁﬁl Should comply with 1SO 5356-1.
mpletelj
flated Tube (oxygen connecting tube for anaesthetic mask)
ndition)J - The material should be transparent or translucent. During the anaesthetic mask use, visibility
n and transparency should not deteriorate throughout the mask's entire service life.
H42z, - The surface should be clean, free from burrs, black particles, mechanical damage, foreign
inclusions, etc.
dl.5+T - There should be no bends and clumped sections of the tubes that can interfere with the normal
6212 gas flow.
725"
x80+2 Adapter for anaesthetic mask
x30+2 - The material should be transparent or translucent. During the anaesthetic mask use, visibility
ﬁgg and transparency should not deteriorate throughout the mask’s entire
service life.
<8742 - The surface should be clean, free from burrs, black particles, mechanical damage, foreign

inclusions, etc.
- The male and female components should have a 6% taper and should be hermetically

connected to other devices.

>|heticl
srvicel 13. Materials
. Device name or parts Materials used in the manufacture
>reign and accessories (under
investigation)
a pin Single-use anaesthetic The component part for Material, grade Manufacturer
iding fTiasks in design variants which the material is used
Mask- body Polypropylene Formosa Plastics Corporation
PP/5090T
Mask —cuff Thermoplastic elastomer Mitsubishi Chemical
ector Mask- cuff with air cushion TPR/PJ4301C Corporation
green pigment Pigment No.
ition Green
For 7 :CAS No. 1328-53-6
Cthe (Chloronated _
copper phthalocyanine)
blue pigment
Pigment No. Blue

Ser's 15:0:CAS No0.147-14-8
des. (Copper phthalocyanine)

red pigment

Pigment No. Red 63:1
cult CAS N0,6417-83-0 (2-
Naphthyamine-1- sulfonic

the acid)

pink pigment

Pigment No. Red 57:1
CAS N0.5281-04-9
(2-Naphthalenecarboxy!i ¢
are acid)
Titanium oxide(Ti02) :CAS
NO,13463-67-7
yellow pigment
Pigment No. Yellow
14:CASN0.5468-75-7
(Benzidine yellow)
Hook Polypropylene Formosa Plastics Corporation
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PP/5090T

Valve Polypropylene Formosa Plastics Corp
PP/5090T

Valve in the upper part Polyvinyl alcohol Formosa Plastics Corp
PVC/SMTA1I5GXX

Tube Polyvinyl alcohol Formosa Plastics Corpt
PVC/SMTAIISGXX

Adapter Rubber Chi Mei Corporal

K-RESIN/5903
Package HDPE polyethylene Formosa Plastics Corpj
8050

14. Preparation for work and operational procedure

14.1 Preparationfor work

ATTENTION: Strictly follow aseptic technique and general precautions and proceduij
established by the protocols of the medical institution.

The procedure is carried out according to the guidelines on the "ORGANIZATION
ANESTHESIOLOGICAL AND RESUSCHATION CARE" (MI) for healthcare professional
approved in a medical institution and should include the procedure for working with the device,

14.2 Operationalprocedure

14.2.1.Choose an anaesthetic mask that matches the patient's age and weight.

14.2.2.0pen the package and remove the anaesthetic mask. Before use, make sure that the mas
is not damaged.

14.2.3. if necessary, inflate the cuff of the anaesthetic mask by inserting the tip of the syring
into the blow-in valve and inflating the required volume of air, for a tight fit of the anaestheti
mask to the patient's face.

14.2.4. Connect the respiratory circuit and the valve at the upper part of the anaesthetic mask.
14.2.5. Place the anaesthetic mask over the patient's nose and mouth, press it tightly

to the face, if necessary and if there are no contraindications, tilt the patient's head back and pu
out the lowerjaw. or fix the anaesthetic mask with a fixing bandage on the head.

14.2.6. During the use of the anaesthetic mask, monitor the effectiveness of ventilation, focusin
on the patient's chest excursions,

the color of the skin and mucous membranes, indicators for monitoring the patient am
parameters of ventilation.

14.2.7. It is not allow'ed to use one device in several patients.

14.2.8. Disinfection, sterilization and reuse of the device are not provided, dispose of the produc
after use.

Note

* The use ofan anaesthetic mask is carried out under physician's supervision.

eIfdamage o fthe package is detected, the use ofan anaesthetic mask is not recommended.

* Clause 14.2.3 applies to anaesthetic masks equipped with a hlow-in valve.

*During the device use. it is necessary” to monitor the patient's condition.

airway patency and ventilation efficiency, focusing on the patient's chest excursion, color o fskin
and muco.se membranes, patient monitoring indicators and ventilation parameters.

15. Maintenance
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Anaesthetic masks have a fully finished design and do not require any maintenance or repair
interventions during operation.

Safe use conditions
-The procedure should be performed only by qualified medical personnel according to the
instructions.

Cleaning and disinfection
Not provided. Single use device.

16. Environmental protection requirements, including requirements for safe destruction
and disposal. Environmental protection.

- Requirements for the sanitary protection of air, soil and water bodies should correspond to the
current sanitary and epidemiological rules and hygienic standards established in the country.
- The possibility of environmental pollution by production waste, generated in the process of
production of the devices, should be excluded.
- The technology of production ofthe devices does not involve the formation of liquid waste.
- Disposal or destruction of technological losses resulting from the production of the devices, as
well as finished products, if it does not meet the requirements, should be carried out in
accordance with current standards and requirements.
- When working with the devices, no special measures to protect the environment from harmful
effects are required.

Disposal:
O The used devices belong to class B waste according to SanPiN 2.1.7.2790.
O Devices that are not used for their intended purpose due to shelf-life expiration and other

reasons are classified as class A, as epidemiologically safe waste and are disposed of as
household waste.

17. Service life data
Anaesthetic masks meet the specifications and functional requirements for five years.

18. Transportation and storage requirements
O Do not store under direct sunlight, at extreme temperatures, or high humidity.
0 Store and transport at temperatures from 0 to 40 °C and relative humidity from 30 to 75%,
pressure from 500 to 1200 hPa.
The shelf life is 5 years.

19. Manufacturer's warranty
During the warranty period (within 5 years), the manufacturer can repair the device, if its failure
is not caused by human actions.

20. Device labeling
20.1 Description of the MD labeling

Each consumer package should be provided with a printed product label, which should contain
the following particulars:

. manufacturer's name and location (legal address, including country, and, in case it differs
from the legal address, address(es) of production site(s));

. manufacturer's trademark (if available);

. device name (designation);
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package contents;

symbol: "Single use";

inscription: "Do not use if the integrity of consumer packaging is violated";

batch code;

symbol: "use before...» (month and year);

storage conditions;

disposal conditions;

Inscription: Non-pyrogenic, non-toxic inside.

Note — The product label should be attached on the outside of the consumer package (packag,
products should not come into contact with ink).

20.2 Description of the symbols, printed on the MD label

LOT o]
Batch code Date of manufacture Use before

Single use

‘ Manufacturer

Authorized representative in the European Community

c 24 60 Compliance with CE Directives
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21. Design and production information

Production processes for obtaining

PrOCVo <ontent NfMchin» / Instrnment

Injection Injection all Spare Parts

Parts modeling
Blo~mg Injection Check appearance to see if have any Injection Modeling Machine
defect or dirt

 Parts preparation

N no
Gluof"sscmbly * Glue and pats assembly
Inspection;
Inspection » Eye inspection appearance Vernier m
* Check diameter
Packing Distribution pack into box Sealing \lachme Auto Packing \'acluue

List of applicable national and international standards to ensure the safet>’, efTiciency
and quality of the medical device

EN ISO 14971: 2012 Medical devices. Application of risk management to medical
devices

EN ISO 13485: 2012 Medical devices. Quality Management Systems. Requirements for
regulatory purposes

EN ISO 1041: 2008 Information supplied by the manufacturer of medical devices

EN ISO 10993-1: 2009 Biological evaluation of medical devices. Part 1. Evaluation and
testing within a risk management process

EN ISO 10993-5: 2009 Biological evaluation of medical devices. Part 5. Tests for in
vitro cytotoxicity

EN I1SO 10993-10: 2009 Biological evaluation of medical devices. Part 10. Tests for
irritation and skin sensitization

ISO 10651-5:2006 Lung ventilators for medical use. Particular requirements for basic
safety and essential performance. Part 5. Gas-powered emergency resuscitators

ISO 5356-1:2015 Anaesthetic and respiratory equipment. Conical connectors. Part 1
Cones and sockets

ISO 5367:2014 Anaesthetic and respiratory equipment — Breathing sets and connectors

23. Sterilization and packaging
For transportation purposes anaesthetic masks are packed in a suitable heavy-duty carton.

Package contents should be protected from impact. The packaging is in excellent condition: no
breaks, holes or wet areas.

For individual packaging of the anaesthetic mask, a sufficiently strong polyethylene

package is used.

The device is not sterile There are no medicines in the composition o fthe medical device.
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Authorized representative o fthe manufacturer in the Russian Federation (name, address, phoi

mail)

Full or abbreviated company name (in
accordance with the Constituent documents)
Legal address (in accordance with the
Constituent documents)

Telephone (at the actual address)

E-mail

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

Odyssey Medical Limited liability company
(Odyssey Medical LLC)

Apt. 4. 36. Zoyi i Aleksandra Kosmodemyans
Str.. Moscow, 125130

8-925-145-61-34

info(";odyssey-medical.ru
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1. HanmeHoBaHMe MeANLMHCKOIo 13aennsa

Mackn aHecTe3nonorm4yeckme o4HoOpPasoBoro UCMnobL30BaHUsA B BapmaHTax UCNOIHEHWS

1. Macka aHecTe3nonornyeckas OAHOPa30BOro UCMO/b30BaHUSA B BapUaHTe UCTONTHEHNS;

11 Macka aHecTe3noormyeckas 04HoOpa3oBoro Mcnosib3oBaHus 6e3 kptouka UTRA-SMT pasmep Ne O
CM-65800 B cocTase:

1.1.1 Kopnyc - 1 wr.

1.1.2 MaHxeTa - 1 wrT.

1.1.3 KnanaH B BepxHeii yacTu - | .

1.2 Macka aHecTe3nonoruyeckass 04HoOpa3oBoOro Ucnonb3oBaHMs 6e3 kptouka UTRA-SMT pasmep Ne 1
CM-65810 B cocTaBe:

1.2.1 Kopnyc - 1 wr.

1.2.2 MaHxeTa - 1.

1.2.3 KnanaH B BepXHei yacTu - 1 wr.

13 Macka aHecTe3nonormyeckas 0iHOPa3oBOro Mcnosb3oBaHua 6e3 Kptouka UTRA-SMT pasmep Ne 2
CM-65820 B cocTase:

1.3.1 Kopniyc - 1 wr.

1.3.2 MaHxeTa - 1 .

1.3.3 KnanaH B BepxHeli yacTu - 1 wr.

14 Macka aHecTe3no/1ormyeckas 0HoOpa3oBoro 1crnonb3oBaHms 6e3 kprouka UTRA-SMT pasmep Ne 3
CM-65830 B cocTaBe:

14.1 Kopniyc - 1 wr.

1.4.2 MaHxeTa -1 wWT.

1.4.3 KnanaH B BEpPXHE yacTu - 1 wr.

15 Macka aHecTe3nonoruyeckas 0iHopa3oBoro ucnosb3oBaHua 6e3 kptouka UTRA-SMT pasmep Ne 4
CM-65840 B cocTase:

1.5.1 Kopnyc - 1 wr.

1.5.2 MaHxeTa ¢ 1 .

1.5.3 KnanaH B BepxHeii yactu -1 wr,

1.6 Macka aHecTe3nmonornyeckas 0f4HOPa3oBOro Ncnosib3oBaHna 6e3 kptouka UTRA-SMT pasmep Ne 5
CM-65850 B cocTase:

1.6.1 Kopnyc - 1 wr.

1.6.2 MaHxeTa - 1.

1.6.3 KnanaH B BepxHeii yactu -1 wr.

17 Macka aHecTe3nonormyeckas 04HoOpPa3oBoro Mcnosb3osaHus ¢ iproukom UTRA-SMT pasmep Ne O
CM-65805 B cocTase;

1.7.1 Kopnyc - 1w,

1.7.2 MaHxeTa - 1.

1.7.3 KnanaH B BepxHei yactu - 1 wr.

1.7.4 Kptoyok - 1w,

18 Macka aHecTe3noiornyeckas 04HOPa3oBOro MCnosib3oBaHna ¢ KproukoM UTRA-SMT pa3vep Ne 1
CM-65815 B cocTase:

1.8.1 Kopnyc - 1 wr.

1.8.2 MaHxeTta -1 wWr.

1.8.3 KnanaH B BepxHeli Yyactu -1 w.

1.8.4 Kptoyok - 1uir.

19 Macka aHecTe3nonormyeckas 04HopasoBoro MCcrnob3oBaHnsa ¢ Kproukom UTRA-SMT pa3vep Ne 2
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CM-65825 B cocTase:

1.9.1 Kopnyc - 1w,

1.9.2 MaHxeTa - 1 wWT.

1.9.3 KnanaH B BepxHeii yacTu - 1 wr.
1.9.4 Kptoyok - 1w,

1.10 Macka aHecTe3nonornyeckas 04HOPa3oBOro 1Ucnosib3oBaHns ¢ Kproukom UTRA-SMT pasmep Ne 3
CM-65835 B cocTase:

1.10.1 Kopnyc - 1w,

1.10.2 MaHxeTa -1 wr.

1.10.3 KnanaH B BepxHeii 4actu -1 wr.

1.10.4 Kptoyok - 1w,

111  Macka aHecTe3no/iornyeckas oLHOPa3oBOro Ucnosb3oBaHUa ¢ Kptoukom UTRA-SMT pasmep Ne 4
CM-65845 B cocTase:

1.11.1 Kopnyc - 1wr.

1.11.2 MaHxeTa - 1 ur.

1.11.3 KnanaH B BepXxHei yactu - 1.

1.11.4 Kptoyok - 1w,

1.12  Macka aHecTe3non0rm4yeckas 04HoOpa3oBoro UCnonb3oBaHus ¢ proukom UTRA-SMT pasmep Ne 5
CM-65855 B cocTase:

1.12.1 Kopnyc - 1wr.

1.12.2 MaHxeTa - 1 wr.

1.12.3 KnanaH B BepxHeit yactu - 1.

1.12.4 Kptouok  1uir.

113  Macka aHecTe3nonornyeckas 0fHOpasoBOro 1CMob30BaHWSA C BO3LYLIHOW NOAYLWKON M KnanaHoM
nogaysa c kproukom pasmep NeO CM-65404 B cocTaBe:

1.13.1 Kopnyc - 1 wr.

1.13.2 MaH>xeTa C BO3AYLUHOW NOAYLIKOW - 1 WT.

1.13.3 KnanaH B BepxHeii yactu -1 wr.

1.13.4 KnanaH nogpaysa - 1w,

1.13.5 Kptoyok - 1wr.

1.14  Macka aHecTe3noormyeckasl 04HOPa3oBOro MCNO/b30BaHUA C BO3AYLUHOA NOAYLIKOW M KnarnaHoM
noaAyea ¢ Kptoukom pasm”) Nel CM-65414 B cocTase:

1.14.1 Kopnyc - 1wr.

1.14.2 MaH>eTa C BO3YLUHOW NOAYLIKOW - 1 WwT.

1.14.3 KnanaH B BepxHeii yactu - 1w,

1.14.4 KnanaH nogaysa - 1.

1.14.5 Kptoyok- 1uwr.

1.15 Macka aHecTe3nonornyeckas 0f4HOPa3nBOro MCMoJb30BaHUA C BO3AYLUIHON MOAYLIKON W KianaHom
nofaysa c Kproukom pasmep Xo2 CM-65424 B cocTaBe:

1.15.1 Kopnyc - | wr.

1.15.2 MaHxeTa C BO3LYLUHOI NOAYLUKONA -1 L.

1.15.3 KnanaH B BepxHei yacTu - 1.

1.15.4 KnanaH nogaysa - 1.

1.15.5 Kptoyok - 1ur.

1.16 Macka aHecTe3nonormyeckas 0gHOPasoBOro MCMNoAb30BaHNA C BO3AYLUHON NOAYLIKOM M KnanaHoM
nogaysa c Kproukom pasmep Ne3 CM-65434 B cocTaBe:

1.16.1 Kopnyc - 1 wr.

1.16.2 MaH>eTa C BO34yLUHOM NOAYLIKOW - 1 wT.

1.16.3 KnanaH B BepxHeii yactu -1 wu,

1.16.4 KnanaH nogpaysa - 1wr.
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1.17 Macka aHecTe3no/0rmyeckas 0HOpPa3oBOro MCNo/b30BaHWS C BO3AYLUIHON NOAYLIKOW M KfianaHom
nogaysa ¢ Kproukom pasmep Ne4 CM-65444 B cocrase;

1.17.1 Kopnyc - 1 wr.

1.17.2 MaHxeTa C BO3AYLUHOW nogyLkom - 1 wr.

1.17.3 KnanaH B BepxHeii yactu -1 wr.

1.17.4 KnanaH nogaysa - 1wir.

1.17.5 Kptoyok - 1ui.

1.18 Macka aHecTe3nonormyeckass 04HOPasoBOro UCMOb30BaHNA C BO3AYLUHON MOAYLIKON M KnanaHoM
nogaysa c Kproukom pasmep Ne5 CM-65454 B cocTase:

1.18.1 Kopniyc - 1 wr.

1.18.2 MaHeTa ¢ BO3AYLUHON NOAYLIKOW - 1 wT.

1.18.3 KnanaH B BepxHeli yacTtu -1 L.

1.18.4 KnanaH nogaysa  1uT.

1.18.5 Kptoyok - 1uir.

1.19 Macka aHecTe3no0ormyeckas 04HOpPasoBoOro MCnosb30BaHNs C BO3AYLUHON MOAYLIKOW M KnanaHoM
nogayba ¢ KptoukoM pasmep Ne6 CM-65464 B cocTaBe:

1.19.1 Kopnyc - | wr.

1.19.2 MaH>ceTa C BO34YyLIHON nogyLwKoi - 1 wr.

1.19.3 KnanaH B BepxHeli yactu -1 .

1.19.4 KnanaH nogaysa - 1wr.

1.19.5 Kptoyok - 1w,

1.20 Macka aHecTe3Mo/iI0rnyeckas 04HoOPa3oBoro ncnosb3osaHns CM-65910 B cocTase;
1.20.1 Kopnyc - 1 wr.

1.20.2 MaH>eTa - 1wr.

1.20.3 KnanaH B BepxHei yactu - 1 wr.

1.20.4 Kptoyok - 1w,

1.21 Macka aHecTe3non0rmyeckas 04HOPa3oBoOro NCNob30BaHNA C KUCNOPOAHON COeaUHNTENbHON TPYOKOI
n nepexogHukom CM-65912 B cocTase;

1.21.1 Kopnyc - 1wr.

1.21.2 MaHxeTa -1 wwr.

1.21.3 KnanaH B BepxHeli yactu -1 L.

1.21.4 Kptoyok - 1w,

1.21.5 MNepexogHuK - 1uiT.

1.21.6Tpy6ka- | wr.

2. PyKOBOACTBO MO 3Kcnjiyataumm - 1 .

3. lHgmBmayanbHaa ynakoska - 1ur.

(,u,anee MaCKa aHecTe3nosiornyeckaa mnaun VI3,qu'IV|e)

2. HasHa4yeHue MeMLMHCKOro nsaenusa

PasmellaeTcqa Haf HOCOM W/UAW Hag PTOM MauueHTa ANA NPAMOro BBefLeHUA aHecTe-
3NPYHOLLEro rasa B AblXxaTe/ibHble NYyTU

3. O6nacTb NPUMeHeHMST MeANLIMHCKOIO 13aenms
B MEANLUMNHCKNX N B nevyebHbIX yupexageHnax

4. YcnoBusa skcnsyatauum

O6wpe ycnosus:
MpenHa3HayeHo ANA UCMOb30BAHUA B MEAULUHCKUX YUPeXAeHUAX
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Mcnonb3oBaHWe B Aylle, BaHHON MU YMbIBaNlbHUKE 3aMpeLLaeTcs
PaspeluaeTcs MCNonb3oBaHWe B KPoBaTW, KOrga MauMeHT HaxoAWTCS B MOMOXEHWN
nexa unu cuas.

Ycnosus 06nacTu BUAUMOCTU:

[nana3oH 0CBELLEHHOCTU OKpYXKatoLen cpeapbl; oT 100 ntokc go 1500 ntoke
PaccToaHue paccmatpuBabia: oT 20 cm go 100 cm

Yron paccmaTtpuBaHus: HOpMasbHbIl 40 NepeaHei CTOpoHbl + 30

dusnyeckne ycnoems:

TemnepaTypHblli gnanasoH; 10~40'*C

[vanasoH OTHOCUTENIbHON BNaXHOCTU: 0T 20 % A0 95 %, 6e3 KoHAeHcauum
[Ownana3oH atmocgepHoro gasneHuns; ot 500 rfla go 1200 rMa
@ OoHOBbIV YPOBEHb 3BYKOBOTO AaBneHuns: <70 obA

5. NoKasaHUA K NPUMEHEHUIO

- NS NPOBefeHNA B6ONbLINX XUPYPTUUYECKUX OnepaLuil.

- NPUMEHSAETCA ANA NPoBeAeHNA UHTansLNOHHON aHecTe3nn Ha (hOHe CaMOCTOATE b
HOro AblXaHnA n/Mnn BCNOMOraTeibHON 1 I'IpVIHy,EI,VITGI'IbHOVI BEHTUNALNN NETKNX.

6. MpoTnBoNOKa3aHNA/BO3MOXHbIE MOG0YHbIE AENCTBUS

He cnepyeTt ncknoyaTb BO3MOXHOCTb Pa3/MUHbIX OCMOXHEHWIA. MOXEeT pasBUTbCS
(apUHIUT, TPaxeuT, NAPUHIUT, APYrue COCTOSAHMSA. Bce 3TO MOXeT BO3HUKHYTb B MO-
cneonepayvoHHOM nepuoge.

7. MNMpepynpexaeHna

-He ucnonb3yinTe, ecnu BCKpbITa MY NOBPEXAeHa yrnakoBKa.

- Mpn oTcyTCTBMM anbTePHATMBHOIO crnoco6a pecnupaToOpHON NOAAEPXKU nayn-
eHTa M HeobXoAMMOro 3anacHoOro o6opyaoBaHms.

- Ans ncnonb3oBaHMs TONbKO KBAaNMMULNPOBAHHLIM NMEpPCOHaNoM.

8. IHCTpyKLuMsA no 6e3onacHoOCTu

-Mpoueaypa 4o/MKHA NPOU3BOANTLCSA MO HA3HAYEHUIO NeYvallero Bpava.

- MNpegHasHayeHbl TONbKO AN 04HOPA30BOro MNpuMeHeHus. MOBTOPHOE MCNO/b30-
BaHWe - 3amnpeLyeHo.

-Mpoueaypa [OMKHA BbINOMHATLCA TOMILKO KBanM(PUUMPOBAHHLIM MeAULUHCKUM
nepcoHanoMm.

-,ﬂ,ﬂﬂ MCNnonb3oBaHUA TOIbKO A4 OAHOIO NayneHTa

- Heap,eKBaTHaﬂ aHeCTe3na MOXET NPMBECTU K Kall/ito, 3afepPXKe AblXaHUA Uan na-
PUHTeasbHOMY cnasmy.

X MponsBognTenb MeAULMHCKOTO U3L4eNnNs
KomnaHusa Besmed Health Business Corp.

Ne 5, /leitH 116, By-KoHr 2Hg Pg,

By-Ky AncTpukT, Hbto Talinain 248, TaliBaHb

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



/No. 5, Lane 116, Wu-Kong 2nd Rd,

Wu-Ku District, New Taipei City248, Taiwan
3an. agpec: info@besmed.com

Beb-cainT: www.besmed.com

10. OcHOBHOV cocTaB (KOMM/IEKTHOCTb) MeULMHCKOIO 13aenuns

Macka aHecTe3no/orMyeckas 0fHopa3oBoro Mcnosb3oBaHus 6e3 kptouka UTRA-SMT pasmepoB
Ne0-5 cocTouT u3;

1- Kopnyc

2- MaHxeTta

3- KnanaH B BepXxHel yactu

PucyHok 1

Macka aHecTe3noiormyeckas 04HOPa30BOro UCMO/b30BaHWS C BO3AYLUHOMW MOAYLWIKON U KnarnaHoM
noAaLyBa C KPHOUKOM COCTOUT WU3:

1- Kopnyc

2- MaHxeTa ¢ BO3AyLUHOM MoAYLLIKOM

3- KnanaH B BepxHeli yactu

4- KnanaH noanysa

5- Kprouok
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PucyHok 2

Macka aHecTe31oornyeckas 04HOPasoBoro NCMob30BaHWs C KUCIOPOLHON COeLUHUTENIbHON
Tpyokoit (1) n nepexogHukom (2) CM-65912 npeactaBneHa Ha pucyHke 3.

PucyHok 3

B KOMNMEKT MNOCTaBKN MEANLMHCKOrO M3MeNNs BXOAWNT:
1 MacKa aHecTe3nonoruyeckasi 04HOPa3oBOro MCMONb30BaHNS B BapUaHTe UCMOMHeHMs 1T

2. PykoBofcTBO No akcnayarauum- 1 .
3. MHpgmemnayanbHasd ynakoeka - 1uir.

1.13. MepeyeHb NPUHALNEXHOCTEN
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MprHaanexHocTell K MeAULIMHCKOMY U3Aenn0 HeT. Bce yacTn MeAMLIMHCKOrOo M3Aenusi BXOAAT B
coctaB. Ecnun Kakas-nu6o feTanb MeAULMHCKOIO W3Aenus OTCYTCTBYET UAW MOBPeXAeHa, usgenue
noaneXxmT 3aMeHe N yTuansaumnn.

1.14. O6uwee onucaHne OCHOBHbIX (YHKLMOHANbHbIX 3/IEMEHTOB, 4acTel, COCTaB,
(PYHKLMNOHaNbHblIE BO3MOXXHOCTHU

HavmeHoBaHve n3genusa

Macku aHecTe3nono-

rmyeckue ogHopaso-

00 UCMO/b30BaHUS

6e3 Kkptouka UTRA-
SMT

HanmeHoBaHVe n3aenuns

Macku aHecTesuono-

rnyeckne ofHopaso-

BOTO VMCMO/1b30BaHMA

¢ Kptoukom UTRA-
SMT

HaumewnoBairae nsgenus

Macku aHecTe3nono-
rMyeckne 0gHopaso-
BOr0 MCMO/b30BaHNSA C
BO3AyLUHOM MQOOLL
KO 1 KnanaHoM nog-
[lyBa C KPHOUYKOM

cm-65800

CM-65810
CM-65820
CM-65830
CM-65840
CM-65850

CM-65805

CM-65815
CM-65825
CM-65835
CM-65845
CM-65855

CM-65404

CM-65414
CM-65424
CM-65434
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Pa3mep macku

Pa3mep Ne 0

Pasmep Ne 1
Pasmep Ne 2
Pasmep Ne 3
Pasmep X» 4
Pasmep Xg5

Pasmep macku

Pa3mep X90

Pa3mep Xo 1
Pasmep Xo 2
Pasmep Xo 3
Pa3mep X° 4
Pa3mep Xo 5

Pasmep macku

Pasmep Xq0

Pasmep Xo 1
Pasmep Xo 2
Pasmep X« 3

Pa3bem kna-
naHa B BEpX-
Heilt YacTun

HA, (Hapyx-
Hblli gua-
METp):

15 Mmm

HA: 15 mm.
HAO: 22 mwm.
HO: 22 mm,
HO: 22 mm,
HAO: 22 mm,

Pasbem Kna-
naHa B BepX-
Hei yacTn

HA, (Hapyx-
HbIli gna-
MeTp):

15 Mm

HO: 15 Mm.
HA: 22 mm.
HA: 22 MM,
HAO: 22 mm.
HAO: 22 mm,

Pa3bem Kna-
naHa B Bepx-
Hei yacTn

HL, (Hapyx-
Hblli Aua-
METP):

15 mm

HO; 15 Mm.
HA: 22 Mwm.
HA: 22 mm.

OnucaHne

Bec nauneHTa

(0 <2kr)

(2~ 10kr)
(10-25 «r)
(25- 60 kr)
(60- 110 kr)
(> 110 kr)

OnucaHue

Bec nauueHTa

(0 <2kr)

(2- 10kr)
(10-25 «r)
(25 - 60 kr)
(60 ~ 110 kr)
(> MO «r)

OnucaHne

Bec nauueHTa

(0 < 2kr)

(2-10 kr)
(10-25 «r)
(25 - 60 kr)

Bec
Macku, T

6+ 1

105+ 1
14.5+1
17.5+ 1
225+ 1
25+1

Bec
Macku, r

12.5+1
165+ 1
195+ 1
245+*1
27+ 1

Bec
Macku, T

125+ 1

165+ 1
24 £1
34+ 1

Pasmep
MacKm
(maH>eTa B
MO/HOCTbLIO
coyTOM
COCTOAHUN),
MM
55x42+1

66x51,5+1
79x62+2

92x72,5+2
HO5x80+2
110x90+2

Pas-mep
MacKu
(mMaHxeTa B
MOSHOCTbIO
CAYTOM
COCTOSIHMN),
MM

55x42+1

66x51,5+1
79x62+2

92x72,5+2
105x80+2
110x90+2

Pa3mep
Mackw
(MaHXeTa B
MOMHOCTLIO
coyTOM
COCTOSIHWN),
MM

55x42+1

66x51,5+1
79x62+2
92x72,5+2



CM-65444  Pa3svep Ne 4 HAO: 22 mm. (60~ 110kr) 36+ 1 105x80+2

CM-65454  Pasmep Ne 5 HO: 22 mm. (> 110 k1) 401 110x90+2
CM-65464 Pa3smep Ne 6 bLL; 22 mm. 465+ 1  120x87+2
Macka aHecTe3noso- CM-65910 HA: 22 mm. 17.5+1 105x80+2

rmyeckas 0fHOPa3oBo-

ro MCNob30BaHUsA

Macka aHecTesunoso- CM-65912 HA: 22 mm. 66.5+1  120x87+2
rmyeckast OfHOpPa3oBo-

ro MCMOJb30BaHNS C

KWCMOPOAHOI coeau-

HUTE/bHOW TPYOKOIA 1

NepexoAHNKOM

- Martepunan mMacku aHeCTe3M0N0rMYECKOI AOMKEH ObITb MPO3PaYHbIM MAM NONYNPO3payHbIM. Mpu
aKCMNyaTalumMm MacKyu aHecTe3voIONMYeCcKoi, He [O/MKHA YyXYALWaTbCa BUANUMOCTb M NMPO3pavyHOCTb
B TEYEHUE BCero CpoKa aKcnayarauuu.

- TloBepxHOCTb AO/MKHA ObITb YMCTON, 6€3 3ayCEeHLIEB, YEPHbIX YaCTUYEK, MEXAHUYECKMX MOBpe-
XXAEHWUIA, MOCTOPOHHMX BK/TKOYEHWI U T. [,

- Macka aHecTe3nonormyeckas LO/MKHa UMeTb MO0 KOHTAKTHbIA COEAUHUTENb ANAMETPOM 22 MM,
NN6O LWITHLIPEBON COEAMHUTENb AMameTpoM 15 MM, KOTOpbIe AO/KHbLI CONpSAraTbCA C COOTBETCTBY-
HOLWUMN CoeauHNTENaMK, onpegeneHHbiMum B 1SO 5356-1

- Pasbem KnanaHOB B BEPXHEN YacTh A0/MKEH COOTBeTCTBOBaTh 1SO 5356-1.

- MacKu aHecTe3MOo/IorMyeckre CHabXKeHbl HUMNMeNbHbIM KnarnaHoM pasfyBaHWsA MaHXeTbl C KOH-
HekTOpoM Jlyep (cm. puc. 2)

- MepTBas 30Ha Mackum aHecTe3nONI0rMyYecKon, peKoOMeHA0BaHHas ANs COeAMHEHUS C peaHUMaLu-
OHHbIM ann”~aToMm, He fO/HKHA npesbiwaTts 100 M 4na peaHMMaUMOHHbLIX ann”aToB, AOCTaBNsA-
towmx 6onee yem 300 mMn. N5 peaHUMaLMOHHbLIX annapaTos, gocTasnawowmx 300 ma uanM MeHee,
3Ta MepTBas 30Ha He fo/KHa npesbiwaTb 30 % MUHMMAIbHOIO LOCTaBNSEMOro 06beMa, yKa3aHHO-
ro B UHCTPYKLMAX NO NMPUMEHEHUIO.

Macka aHecTe3nonormyeckas Lo/HKHA UMETb CpeacTea (hMKcauuun, ¢ MOMOLLLIO KOTOPbIX OHA MO-
XXeT MN0THO obfieratb HOC, POT M NOAGOPOLOK NONb30BATENS U KOTOPble 06ecneymBatoT MA0THOE
npuneraHne Macku K vy no 6okam. Macky aHecTe3nonormyeckme AOMKHbI 6bITb U3rOTOB/EHbI
13 MaTepuasios, COBMECTUMbIX C ra3amun U aHecTe3UpyoW MMM areHTamu.

KOHCTPYKLMA COeAMHEHUSA MEXAY MAcKOW aHecTe3n0/IorMYecKoin 1 AblxaTeNbHbIM aHeCTe3M0N0ru-
YECKMM KOHTYPOM [0/1KHA UCKNKYaTb BO3MOXHOCTb UX HEMpaBu/IbHON COOPKM

CoefjMHeHVe MeX/Ay MaCKON aHeCTe3M0N0rMYECKOW U AblXaTeNbHbIM KOHTYPOM [O/KHO BbLUEPXKU-
BaTb BO3AENCTBME MaKCMMaNbHO NPUIOXKEHHOIO pacTarmeatoLwero yeunusa 6onee 50 H.

ConpoTunBeHME BbIAOXY
UTo6bl 06NErYNTL BbIAOX, XKENaTe/lbHO, YTOObI CONPOTUB/EHWE BblAbIXaEMOMY MOTOKY Obi10 MU-

HUMa/lbHbIM, €C/NN TOJ/IbKO HET cneunanbHbIX MeANUNHCKUX MnoKasaHmnit K CO34aHNIO NOBbILLEHHOIO
COMPOTUB/IEHUA.

ConpoTVBNEHNE BAOXY

YXenatenbHO, YTOObI KOHCTPYKLMS NO3BONSANA NALMEHTY AblliaTb CaMOCTOSATE/IbHO 6e3 Ype3MepHo-
ro CONPOTUBNEHUS, Korfa annapaT MIBJ1 He NpuBOAMTCS B [1eCTBME ONepaTopomM.

Kprouok
Kprouok BOKPYT BbIXOLHOIO OTBEPCTUA ANa 60/ee NIOTHOrO NPUKPENIeHNS MacKn aHecTe3nono-

FMYECcKOW K Ly NauMeHTa rofioBHbIM PEMHEM.
JomkeH cooTBetcTeoBatb 1SO 5356-1,

Tpy6Ka (KUCnopoaHasi coeMHuTeNbHast TPY6Ka AN MacKy aHeCcTe3no10rMyYecKoi)
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- Martepuan go/mKeH 6bITb NPO3pPaYHbLIM UM NOAYNPO3paYHbIM. MpK 3KCMIyaTaLuMmy Macku aHe-
CTE3MOMOMMYECKON, He AO0MKHA YXYALWATbC BUANMOCTb 1 NMPO3PaYHOCTb B TEUEHME BCErO CPOKa
aKCMyaTaLum.

- TMoBepXHOCTb A0/MKHA GbITb YMCTOI, 6e3 3ayCEHLIEB, YEPHBIX YaCTUYEK, MEXaHUYECKIX NoBpe-
XKAEHWIA, MOCTOPOHHUX BK/KOYUEHWUIA U T. A,

- He fomKHO 6bITb NePErn6oB 1 CAMMLLMXCS YYacTKOB TPYGOK, KOTOPbIE MOFYT NPensTCTBOBAaTb
HOPMa/IbHOMY TOKY rasa.

MepexofHWK ANA MacKW aHecTe3non0rnyeckKo

- Martepuan fomKeH 6bITb NPO3pPaYHbIM MW NOAYNPO3PaYHbIM. [pu aKcnayaTaumum Mackv aHe-
CTEe3MO0MIOrMYECKOI, He AO/MKHA YXYALIATbCA BUAMMOCTb 1 MPO3PaYHOCTb B TEUEHME BCErO CPOKa
aKcnyaTauuu.

- TM0BEPXHOCTb A0MKHA ObITb UMCTON, BE3 3ayCEHLEB, YEPHBIX YaCTUUEK, MEXaHUYECKMX MOBpPE-
XAEHWUIA, NOCTOPOHHUX BKOYEHWIA U T. A.

- OxBaTblBaeMasi 1 OXBaTblBatOLLAs eTann A0MKHbI UMeTb 6% KOHYCHOCTb U [JO/MKHbI repMeTUYHO
COEAVHATLCS C APYTUMUN U3AENNSMMU.

13. MaTtepuansbli

HaumeHoBaHue MaTtepuasbl, NPUMEHSAEMbIE MPU U3rOTOBNEHUN
n3genusa nnm
petanu u
NPUHALNEXHOCTU
(nccnegyemble)
Mackn CocraBHas vacTb, B MaTtepuan,mapka MpoussoguTens
aHecTesmonoruye KOTOpOiA
CKve ncnonb3yeTcs
04HOPa3oBoro marepuan
1Cnosnb3oBaHNA B Macka- kopnyc MonunponuneH Formosa Plastics
BapuaHTax PP/5090T Corporation
NCNOMHEHNA Macka - mMaHxeTa TepmoanacTomep Mitsubishi Chemical
Macka- MaHXeTa C TPR/PJ4301C Corporation
BO3/YLLHOIA KpacuTenb 3eNeHblii
noAyLLKOW Pigment No. Green

7:CAS N0.1328-53-
6 (Chlor-onated
copper
phthalocyanine)
KpacuTenb CUHUI
Pigment No. Blue
15:0;CAS No,147-14-
8
(Copper
phthalocyanine)
KpacuTeNb KpacHblii
Pigment No. Red 63:1
CAS N0,6417-83-0
(2-Naphthyamine-1-
sulfonic acid)
KpacuTesb po30BbIii
Pigment No. Red 57:1
CAS N0.5281-04-9
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2-
Naphthale(necarboxyli
c "id)
Titanium
oxide(Ti02) ;CAS
NO,13463-67-7
KpacuTenb XenTbli
Pigment No. Yellow
14;CAS N0.5468-75-
7 (Benzidine yellow)

Kptrouok MonunponuneH Formosa Plastics
PP/5090T Corporation
KnanaH Monunponunex Formosa Plastics
PP/5090T Corporation
KnanaH B BepxHei MoNUBUHWIOBLIN Formosa Plastics
yacTtu cnupt Corporation
PVC/SMTA115GXX
TpybKa MoNVBUHWNOBBIA Formosa Plastics
cnupT Corporation
PVC/SMTA115GXX
MepexofHUK Pe3nHa Chi Mei Corporation
K-RESIN/5903
YnakoBka Monuatunes HDPE Formosa Plastics

8050 Corporation

14. MopgroTtoBKa K paboTe v nop$iioK paboTbl

14.1 TMogroToska kpaboTe

BHUMAHWE: Ctporo cnefoBaTb MeToAam acenTUKU U cobnogath obuine mepbl NpeLoCcTOPOX-
HOCTW 1 NpoLeaypbl, YCTaHOB/IEHHbIE MPOTOKO/IAMU NIe4eBHOT0 YUpeXAeHUs.

Mpouenypa NpoBOAMTLCA COMIaCHO MeToAauYeckuM ykasaHuam no «OPTAHU3AUNA AHECTE-
3VIO/IOMTMYECKOMN N PEAHUMATOJIOTMYECKOW MOMOLWW» (MY) ans MeauumHCKNX
pabOTHMKOB, YTBEPXKAEHHOW B MEAULMHCKOM YUPEXAEHNN 1 JO/MKHA BK/IKOYaTb NOPAJ0K paboTbl ¢
n3genvem.

14.2 TMopafok paboTbl

14.2.1. BblbepnTe MacKy aHecTe3nMo/IorMyYecKyro, COOTBETCTBYHOLLYIO BO3pacTy U Becy
naumneHTa.

14.2.2. BckpoilTe ynakoBKY, M3BNEeKUTE MacKy aHecTe3monormueckyw. [epen uc-
nosib30BaHNeM ybeamTechb, YTO Macka He NMoBpexXjeHa.

14.2.3. Tlpu HeobX04MMOCTU NOAAYMATE MaHXXeTy Macku aHecTe3nmonormyeckoi, BcTa-
BMB KOHYMK LUNpULa B KnanaH nogaysa v BBeAd Heo6xoauMmblii 06beM BO3ayxa, ANs
NAOTHOMO NpuUAeraHNs Mackn aHecTe3noN0rpTYECKO K MLy nayueHTa.

14.2.4. CoeanHnNTe AbiXaTeNbHblA KOHTYP W KnanaH B BEPXHEN 4acTU MacCKu aHecTe-
310NOTNYECKONA.

14.2.5. TlomecTUTe MacKy aHecTe3no/IorM4YecKyr Hag HOCOM W pOT nayumeHTa, NJoTHO
NPWKMUTE K ANy, Npu HeobXoaMMOCTU M OTCYTCTBMM MPOTUBOMNOKa3aHW 3anpo-
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KWHbTE TONOBY NalMeHTa U BbIBEAUTE HUXHIOK YentcTb, NMO60 3aKpennte macky
aHecTe3n0N0rMYecKyo ¢ NOMOLW b (PUKCUPYIOLLEA NOBA3KN Ha roOf0Be.

14.2.6. MMpn Mcnonb3oBaHWMM MacCKW aHECcTe3nOoNorMyeckoil, KOHTponupyinTte agdek-
TUBHOCTb BEHTUAALUWU, OPUEHTUPYACb Ha 3KCKYPCUIO TFPYAHON KNeTKM nauyuneHTa,
UBET KOXHbIX MOKPOBOB M CAU3UCTLIX, MOKa3aTeNn MOHUTOPMUHIA nayueHta n napa-
METPOB BEHTUNALMNMN.

14.2.7. He gonyckaeTtcd UCNoib30BaHWe OAHOT0O M34eNnd y HECKONIbKUX NaLMeHTOB.
14.2.8. [e3nH(peKkumnsa, cTepunusauma wn MNOBTOPHOE WCMNONb30BaHWE U3LENINA  He
npegycMOTpPeHbl, MOCNe UCNOMb30BaAHUA YTUNN3UPYITE n3genue.

MprmeyaHue

[TprMeHeHne MacKn aHeCTe3M0N0rMYeCcKo NPOBOAUTCA NOA KOHTPO/EM Bpaya.
[Mpy 06HapYy>KeHNN NOBPEXKAEHUA YNAaKOBKN NMPUMEHEHNE MacKn aHecTe3nonormnye-
CKOW He peKoMeHayeTcs.

o[TyHKT 14.2.3 NpUMeHUM Ans MacoK aHeCc Te3M0NorMyecknx, CHab>KEHHba KnanaHom
noaaysa.

*[1pn Mcnonb30BaHUN M3LENNUS HEOOXOAMMO KOHTPOMPOBATb COCTOAHME NaLMeHTa,
NPOXOAUMOCTb AblXaTeNbHbIX My Ten U 3PPEKTUBHOCTL BEHTUNALUN, OPUEHTUPY"
ACb Ha 3KCKYPCUIO TPYAHON KNeTKU nauueHTa, LUBET KOXKHbIX MOKPOBOB U CN3M-
CTbIX, MOKa3aTeNM MOHNTOPUHIa NauneHTa 1 napamMme TPOB BEHTUNALUMN.

15. TexHN4YecKoe 06CNnyXnBaHume
MacKn aHecTe3n0/IOTMYECKME MMEIOT MOJIHOCTHI0 3aKOHYEHHYH KOHCTPYKLUMIO U He TpebytoT B
npouecce akcnyataumn Kaknx-nmb6o BMeLaTenbCTB no TEXHUYECKOMY 0601'Iy)Kl/IBaHVIPO N PEMOHTY.

Ycnosust 6e30MacHOro NPUMEHeHMs
-Mpoueaypa AOMKHA BbINOMHATLCA TOMbKO KBaIM(ULMPOBAHHLIM MEAWLIMHCKAM MEepcoHaioM B
COOTBETCTBME C UHCTPYKLIMEVA.

UncTka 1 gesmHdekuyms
He npegycmoTtpeHo. M3genve ogHOPasoBoro npuMeHeHums.

16. Tpe6oBaHUA 0XpaHbl OKPY>KaloLLEN cpefbl, B TOM Yncne TpeboBaHMA 6e3-

OMaCHOr0 YHUUTOXEHNA N YyTUNN3aUMK. 3allumTa OKpy>KatoLlen cpefbl.
-Tpe6oBaHNsA K CaHNTapHO 0XpaHe aTMOC(EPHOro BO3AyXa, MOYBbI M BOAHbIX OOBEKTOB JO/MKHbI
COOTBETCTBOBATb AEWCTBYIOLMM CaHUTAPHO-3NUAEMUONOTMYECKUM MpaBuiaM U TUTUEHNYECKUM
HOpMaTuBaM, yCTaHOB/IEHHbIM B CTpaHe.

-B npouecce M3roTOBAEHUA U3LENNIA [OMKHA ObITb UCK/OYEHA BO3MOXKHOCTb 3arpsisHEHUs OKpY-
XaloLLen cpeabl 0TX04amy NPOM3BOACTBA.

-TexHONorns NPon3BOACTBA U3LENNIA He NpeAnonaraeT 06pasoBaHme XNLKNX 0TXOA0B.
-YTUnusaumsa WM YHUUTOXEHWEe TeXHOMOrMYeCKUX NoTepb, 06pasytolmxcsa npu npov3BOACTBE
M3LEeNNA, a TakKXKe roTOBOW NPOAYKLMW, NPU ee HeCOOTBETCTBMM TpeboBaHMAM, AO/KHbI NPOBO-
ANTbCA B COOTBETCTBMM C AEACTBYIOLMMMN HOPMaMU 1 TpeboBaHMSAMMN.

-Mpw paboTe ¢ U3genMaAMU CneLmanbHbIX Mep No 3awmTe NPUPOAHOW Cpeabl OT BPeAHbIX BO3Aei-
CTBMI1 He TpebyeTcs.
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YTtunusayna:

O Vicnonb3oBaHHbIe U34enna OTHOCATCA K oTxofdam Knacca b no CaHluH 2.1.7 2790.

O M3pgennsa, Hemcnonb3oBaHHble MO NPAMOMY Ha3HaYeHUIKO MO MPUYMHE OKOHYaHWA CpoKa
rOAHOCTU W LPYTUX NMPUYUH OTHOCATCA K Knaccy A, KakK anuaemuosiornyeckn 6esonacHble 0TX0Abl
N YTUNU3NPYIOTCA KaK 6bITOBbIE OTXOAbI.

17. [daHHble N0 CPOKY CNYXObI
AHECTE3M0N0rM4YecKe Macku COOTBETCTBYHOT cneundnKkaumam n yHKUNOHaNbHbIM Tpe60oBaHNAM

Ha NPOTAXEHUWN NATU NET

18. TpeboBaHUS K TPAHCNOPTUPOBAHUID N XPaHEHUIO

O He xpaHuTe nog npsMbIMK COMIHEYHbBIMU Nly4amK, NpU 3KCTPeMasibHbIX TeMMepatypax um
NPy BbICOKOW BN@XKHOCTMW.
O XpaHuTe, TpaHCNOpPTUPYiTe N 06pabaTbiBaiiTe Npu Temnepatype O-- 40 ®C He MeHee 5 neT.

19. lNapaHTUn N3roToBuUTENA
B TeueHne rapaHTuiiHOro cpoka ( B TeyeHue 51eT) NpoM3BOAUTENb MOXET NPOBOAUTL PEMOHT
n3genuna, ecain ero rnosioMKa He Bbi3BaHa AGMCTBMHMM yesioBeka.

20. MapkupoBKa ns3genuns
20.1 OnwucaHue mapknposku MU
Kaxgas notpebutenbckas ynakoBka fo/KHa OblTb CHabXKeHa TOBapHbIM AP/IbIKOM, Ha KOTOPOM
rneyaTHbIM CNOCO6OM AO0/MKHO ObITb YKa3aHO:

HavMeHOBaHWe NPeanpUATUA-N3rOTOBUTENA U ero MeCTOHAX0XAeHne (fopuanyeckuii ag-
pec, BKOYaa CTpaHy, W, NMpu HecoBMaLeHUUN ¢ OPUAMYECKUM afpecom, agpec(a) NponsBoAcTB(a));

TOBapPHbI 3HAK NPeANPUATUSA-U3FOTOBMUTENS (MPU HAaNUuUK),

HanMeHoBaHMe (0603HaYeHNe) nsgenus,

cocTaB KOMM/EeKTa NOCTaBKM,

cumBon; «OAHOKPATHOTO MPUMEHEHNUS»;

Hagnucb: «He NPUMEHSATL NpY HapyLWeHUN LEeN0CTHOCTU NOTPEOUTENbCKON Tapbl»;
Ko napTuu;

CMMBON: «FOfeH A0...» (Mecsl 1 rog);

YCNOBMWSA XPaHEHUS;

YCNOBUSA YTUNN3ALNN;

Hagnucb: HETOKCUUYHO BHYTPU.
MpumMeyaHue - ToBapHbIN AP/bIK LOMKEH ObITb NPUKPEN/IEH HA NOTPEOMTENLCKYH YNAaKOBKY CHa-
PYXu (YnakoBbIBaeMble U3AENNS He JO/HKHbI KOHTAKTMPOBATb C YepHUIAMU).

20.2 OnucaHue CUMBO/IOB, HAHECEHHbIX Ha MapKUPoBKY MU

LOT
Kog naptum [ata nsrotosneHus N Wcnonb3oBatb o

OAHOpPa30BOro NpPMMeHeHus
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npon3BoanTENb

EC | REP
YNONHOMOYEHHBIN NpeAcTaBUTENb B EBPOMNeEiCKOM co06LLECTBE

C € 2460 Cootsercteue Ampektnsam CE

21. VIHpopmayma no NnpoeKTUpPoBaHUIO M NPON3BOACTBY

Mpon3BOACTBEHHbIE MPOLECCHI MOSYyUYEHMS

[olir<c CoAepxatine MW HA  BeTpy>lebit

larpVTxa ten KoMNaeKTYoLWwmx
3arpyska Matepuana

Mopen~Baune getanei NinTbepas MoAenupywuas MmawmnHa
3blNyBaHT MaTepuana A A A pyto

MpoBsepka aseWwHOro BUBA AeTanei Ha
6pak

c C60n MNoproTtoBka getanei BAKUMHON ««:TPyM«n
Knesaanune o

$

Kountpod

)k Mpoee{>xa paamepos

YT OKOAKA ynakoBka B MUWBWI1MallbHYH>

CxnensasHe ncbopka getaneit

X<arpor& KoHTponep

OcmMOTp BBEW BO'O BMAA

AlTobl ITuu»kan \TiaxoeouHas

ynakosk>'
MW Wwa

22. [lepeyeHb NPUMEHAEMbIX HaUMOHaNbHbLIX N MeXAYHapOAHbIX CTaHLAPTOB C
Lenbt obecneyeHnsa 6e30NacHOCTM, 3IPHEKTUBHOCTU N KayecTBa MeAULNUHCKOTO
n3penns
m EN ISO 14971: 2012 N3gennsa meguumHckume. NMpuMeHeHUe MeHeL)XMeHTa puUcka K Meau-
LWHCKUM U34ennsam

m EN ISO 13485: 2012 N3penua meguunHckme. CuUcTemMbl MeHedXKMeHTa Kavectsa. CUCTeM-
Hble TpeboBaHWA ANA Leneli perynmpoBaHus

e EN ISO 1041: 2008 WMHthopmaumsa, npefoctaBnsemas npomM3BoaMTeNeM MeANMLMUHCKMUX W3-
nenunii

m EN ISO 10993-1: 2009 OueHKa 6M0N0rMYECKOro AencTBus MeanUMHCKUX n3gennini Yactb
1 OueHKa ¥ UCNbITaHUA B paMKax npoiecca MeHe[)XMeHTa pUCKOB

m EN ISO 10993-5: 2009 OueHKa 61MOOrMYECcKOro AecTBMA MeAULUMHCKUX n3gennin YacTb
5. NccneaoBaHMA Ha LUMTOTOKCMYHOCTL: METOoAbl in vitro

m EN ISO 10993-10: 2009 OueHKa 61M0N0rMyYeckoro AencTBnsS MeaNLMHCKUX n3genuii. Yactb
10 MccnefoBaHns pasfpaXkatowero n CEHCUMOUIN3NPYIOLLEro 4eincTBrA
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m SO 10651-5:2006 AnnapaTbl WUCKYCCTBEHHOW BEHTUNALWUW NErKUX MeauLMHCKMe YacT-
Hble Tpe60BaHNA K OCHOBHbIM X aKTepucTnkam 6e30MnacHOCTU U CYLLEeCTBEHHBIM paboynm
XapaktepucTukam. Yactb 5. ABLU3WIHbIE peaHNMaLMOHHbIE ann”aTbl A4/19 UCKYCCTBEHHOM
BEHTUNALMN NIETKMX Ha rasy

m SO 5356-1:2015 Annapatbl HapKO3Hble U AblxXaTesibHble. KOHWYeCcKne COeAVHUTESNbHbIE
anemeHTbl. YacTb 1 KoHychl rHesga

m SO 5367:2014 TpyOKu AbiXaTenbHble 418 HAPKO3HbIX U AblXaTeNbHbIX annapaTos

23. CTepunmsauma n ynakoBka

Macku aHecTe3nonornyeckie Ans TPaHCNopTUPOBKM yrakoBaHbl B MPOYHYH KOPOGKY Mof-

XOAAWMX pa3mepoB. COAeP)KMMOE YNAaKOBKM [O/HKHO OblTb 3aliMlieHO OT yA”0B YrMaKoBKa
HaxoauTCA B OT/IMYHOM COCTOSIHWUU: 6e3 paspbiBOB, OTBEPCTUI UM BNAXKHbIX YUaCTHO3B.

[Nns MHOMBMAYaNbHOM YNakoOBKM MacKu aHecTe3VO0/IONMYecKOn MCMNoMb3ykT JOCTaTOYHO
NpoyHyto ynaKOBIQ' 13 Non3TUNEHA.

MN3nenvie He cTepuibHO B cocTase MeANLMHCKOTO M3AeNNs NeKapCTBEHHbIX CPEACTB HET.

YNONHOMOYEHHbIN NpeacTasBuTeNb npoussoguTens B PP (HaumeHoBaHve, afpec,
mened)OH. NoYTa)

MonHoe UAn coKpalleHHoe HauMmeHoBaHMe O6LECTBO C OFrpaHUYEHHOM OTBETCTBEHHOCTbLIO
(hMpMbl (B COOTBETCTBUM C YupeauTenbHbl-  «Opaucceii Meankan» (OO0 «Opaucceii Meau-

MW JOKYMeHTamu) Kan»)

FOpuanuecknii agpec (B COOTBETCTBUN C 125130, r. MockBa, yn. 3om 1 AnekcaHjgpa
YupeguTenbHbIMU LOKYMEHTaMu) KocmoaembAaHCKUX, 4.36, KB.4

TenetoH (Mo akTnyeckomy agpecy) 8-925-145-61-34

E-mail

info(0),odyssey-medical.ru
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«YTBEPXOAK»/ “APPROVE”

CapalJlv

(Mma/name)
Bune-npeTaeHT
(momxkwuocTb/position)

(noanwuce/
(nognuck/signature)
« 0/ » 08 __ 2020r.
«fleHb» Mecsl (Undpamun) / «day» month (numerals)

M.IM. /Stamp

/Wtamn; becmen/

[LLiramn:
2020 rog, nepBUYHbIA JOKYMEHT HapOAHOro cyfa r. Taiib")i

Ne [lena 0930 Aata: 05 asrycra 2020 .

MognmHHocTb Noanuey (nognuceid) / novata (neyarei),
MPOCraB/eHLLI>1XB HACTOALLIEM AOKYMEHTe, NOATBEPXKAEHA B
HoTapWanbHol KoHTope Y3sHa Li3aHb-HOaHs (Cheng, Chien-Yuan),
OKpy»kHOI1 cyq, TaiiBaHs, Taii6ain, Kutaiickas Pecny6imka.

UaH LI3aHb-HOaHb

TaliBaHb, Taiibain, YaHr AH 3. Poyg, 52,9F-2

(9F-2, No. 52, Sec. 2, Chang An E. Rd, Taipei, Taiwan)
Ten: (02)25074587]

PYKOBO/ACTBO MO 3KCNAyaTaluWnm Ha MEAULMHCKOE U3aenne:
Macku aHecTe3nMonormyecke oHOPa3oBOro NCNONb30BaHNS B BapMaHTax
MCMONHEHUS
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MepeBoa A4aHHOTO TEKCTA BbIMOHEH MepPeBOALLIPY3M MaxTyHOBbIM AnekceeM BnagvMupoBunyem

A

Poccuitckaa ®egepayus

Mopoa MockBa
BToporo ceHTA6ps ABe ThiCAYM ABafLAaTOro roga

A, Haxaes Marameg Ka36ekoBu4Y, BPEMEHHO WCMOMHAKOWMIA 00643aHHOCTU HOTapuyca ropoja
Mocksbl [ypnapesa AnekcaHgpa Bnagumuposunya, CBUAETENbCTBYH MNOAMMHHOCTL MOAMMUCH
nepesogumnka lNaxtyHosa Anekcea BnagumupoBsuuya.

Moanwuck chenaHa B MOeEM MPUCYTCTBUN.

JInyHoCTbL NoANuncaBLLEro 4OKYMEHT YCTaHOB/EHA.

3apeructpuposaHo B peectpe: No 77/178-H/77-2020- /| ~
B3biCKaHO rocyfapCTBeHHON nownHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a OKasaHWe ycnyr npaBoBAro U TexHnyeckoro xapakrtepa: 300 py6. 00 kon.

v-\. 0Rb M. K. Haxaes

°8

V. \mu

Bcero nNpoLHypoBaHo, MPOHYMePOBAHO U CKPEMN/eHO Mneya

BPWO HoTapuyca:
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