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INSTRUCTIONS FOR USE
FOR MEDICAL DEVICE

Fixing medical adhesive plaster OMEGASOFT, nan-sterile, in versions

Version |
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1. General information about the medical device and

Name of medical Fixing medical adhesive plaster OMEGASOFT, non-sterile, in versions
device (hereinafter referred to as adhesive plaster/medical product)
1.2.  Design options 1. Adhesive plaster OMEGASOFT on a non-woven base, in a roll, consisting
of:
1.1. Adhesive plaster OMEGASOFT on a non-woven base, size cm; 5x1000- 1
pc.

Individual packaging with instructions printed on top - 1pc.

1.2. Adhesive plaster OMEGASOFT on a non-woven base, size cm; 10x1000-
1 pc.

Individual packaging with instructions printed on top - 1pc.

1.3. Adhesive plaster OMEGASOFT on a non-woven base, size cm: 15x1000-
1 pc.

Individual packaging with instructions printed on top - 1pc.

1.4. Adhesive plaster OMEGASOFT on a non-woven base, size cm: 20x1000-
1 pc.

Individual packaging with instructions printed on top - 1pc.

1.5. Adhesive plaster OMEGASOFT on a non-woven base, size cm: 30x1000-
1 pc.

Individual packaging with instructions printed on top - 1pc.

1.6. Adhesive plaster OMEGASOFT on a non-woven base, size cm: 10x5000-
1pc.

Individual packaging with instructions printed on top - 1 pc.

1.7. Adhesive plaster OMEGASOFT on a non-woven base, size cm: 15x10000-
1pc.

Individual packaging with instructions printed on top - 1 pc.

2. Adhesive plaster OMEGASOFT on a polymer base, in a roll, consisting

of:

2.1. Adhesive plaster OMEGASOFT on a polymer base, size cm; 5x1000 - 1 pc.
Individual packaging with instructions printed on top - 1 pc.

2.2. Adhesive plaster OMEGASOFT on a polymer base, size cm; 10x1000 - 1
pcs

Individual packaging with instructions printed on top - 1 pc.

2.3. Adhesive plaster OMEGASOFT on a polymer base, size cm: 15x1000 - 1
pcs

Individual packaging with instructions printed on top - 1 pc.

2.3. Adhesive plaster OMEGASOFT on a polymer base, size cm: 20x1000 - 1
pcs

Individual packaging with instructions printed on top - 1 pc.

3. Adhesive plaster OMEGASOFT on a silk base, on a spool, consisting of:

3.1. Adhesive plaster OMEGASOFT on a silk base, size cm: 1.25x500 - 1 pc.
Individual packaging wuth instructions printed on top - | pc.

3.2. Adhesive plaster OMEGASOFT on a silk base, size cm: 3x500- 1pc.
Individual packaging with instructions printed on top - 1 pc.

3.3. Adhesive plaster OMEGASOFT on asilk base, size cm: 5x500 - 1pc.
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Individual packaging with instructions printed on top - 1pc.

3.4. Adhesive plaster OMEGASOFT on a silk base, size cm; 7.5x500 - 1 pc.
Individual packaging with instructions printed on top - 1 pc.

3.5. Adhesive plaster OMEGASOFT on asilk base, size cm: 10x500-1 pc.
Individual packaging with instructions printed on top - 1 pc.

3.6. Adhesive plaster OMEGASOFT on a silk base, size cm: 1.25\914 - | pc.
Individual packaging with instructions printed on top - 1 pc.

3.7. Adhesive plaster OMEGASOFT on a silk base, size cm: 2.5x914 - 1pc.
Individual packaging with instructions printed on top - 1pc.

3.8. Adhesive plaster OMEGASOFT on a silk base, size cm: 5x914 -  Inc.
Individual packaging with instructions printed on top - 1pc.

3.9. Adhesive plaster OMEGASOFT on a silk base, size cm: 7.5x914 —1 pc.
Individual packaging with instructions printed on top - | pc.

3.10. Adhesive plaster OMEGASOFT on a silk base, size cm: 10x914 - 1pc.
Individual packaging with instructions printed on top - 1 pc.

4. Adhesive plaster OMEGASOFT on a polyethylene base, on aspool,

consisting of:

4.1. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 1.25x457

- 1pc.

Individual packaging with instructions printed on top - 1pc.

4.2. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 2.5x500 -

I pc.

Individual packaging with instructions printed on top - 1pc.

4.3. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 5x457 - 1
pc.

Individual packaging with instructions printed on top - 1pc.

4.4, Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 7.5x457 -

1pc.

Individual packaging with instructions printed on top - 1 pc.

4.5. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 2x500- 1
pc.

Individual packaging with instructions printed on top - 1pc.

4.6. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 3x500- 1
pc.

Individual packaging with instructions printed on top - 1 pc.

4.7. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 5x500 - 1
pc.

Individual packaging with instructions printed on top - 1pc.

4.8. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm; 7.5x500 -
1 pc.

Individual packaging with instructions primed on top - 1pc.

4.9. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 1.25\914

- 1pc.

Individual packaging with instructions printed on top - 1 pc.
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4.10. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 2.5x914
- 1pc.

Individual packaging with instructions printed on top - 1 pc.

4.1. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 5x914 -
1pc.

Individual packaging with instructions printed on top - 1pc.

4.12. Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 7.5x914
- | pc.

Individual packaging with instructions printed on top - 1pc.

4.13 Adhesive plaster OMEGASOFT on a polyethylene base, size, cm: 10x914 —
1pc.

Individual packaging with instructions printed on top - 1pc.

5. Adhesive plaster OMEGASOFT on a non-woven base, on a spool,
consisting of:

5.1. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 2.5 x 457 -
1 pc.

Individual packaging with instructions printed on top - 1pc.

5.2. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 2x500 - |
pc.

Individual packaging with instructions printed on top - | pc.

5.3. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 3x500- 1
pc.

Individual packaging with instructions printed on top - 1pc.

5.4. Adhesive plaster OMEGASOFT on a non-woven base, size, cm; 5x457 - 1
pc.

Individual packaging with instructions printed on top - 1pc.

5.5. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 4x500- 1
pc.

Individual packaging with instructions printed on top - 1pc.

5.6. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 5x500 - 1
pc.

Individual packaging with instructions printed on top - 1pc.

5.7. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 2.5 x914-
1pc.

Individual packaging with instructions printed on top - 1 piece

5.8. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 5x914- 1
pc.

Individual packaging with instructions printed on top - 1 pc.

5.9. Adhesive plaster OMEGASOFT on a non-woven base, size, cm: 7.5 x914-
1pc.

Individual packaging with instructions printed on top - | pc.

5.10. Adhesive plaster OMEGASOFT on anon-w”ven base, size, cm: 10x914-
1pc.

Individual packaging with instructions printed on top - 1 pc.
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Purpose of the
medical device
Scope of
application ofthe
medical device
General
description of the
medical device

Design and
appearance

\aflio Bio-Technology Co., Ltd
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6. Adhesive plaster OMEGASOFT on a fabric base, on a spool, consisting
of;

6.1. Adhesive plaster OMEGASOFT on a fabric base, size, cm: 1.25x500 - 1pc.
Individual packaging w'ith instructions printed on top - 1 pc.

6.2. Adhesive plaster OMEGASOFT on a fabric base, size, cm: 2.5x500 - 1 pc.
Individual packaging wdth instructions printed on top - 1 pc.

6.3. Adhesive plaster OMEGASOFT on a fabric base size, cm: 5x500 - 1pc.
Individual packaging with instructions printed on top - | pc.

6.4. Adhesive plaster OMEGASOFT on a fabric base size, cm: 2.0x500 - 1 pc.
6.5. Adhesive plaster OMEGASOFT on a fabric base size, cm: 5.0x914 - 1 pc.
Individual packaging with instructions printed on top - 1 pc.

6.6. Adhesive plaster OMEGASOFT on a fabric base, size, cm: 7.5x914 - 1pc.
Individual packaging with instructions printed on top - 1pc.

6.7. Adhesive plaster OMEGASOFT on a fabric base, size, cm: 10x914 - 1 pc.
Individual packaging with instructions printed on top - 1 pc.

For fixing dressings and medical devices to the skin surface.

The adhesive plaster is used by medical personnel in clinical settings of medical
institutions, and is also used independently at home.

Non-sterile self-adhesive material can be used to fix dressings, napkins, tampons,
catheters and cannulas.

The adhesive plaster is hypoallergenic and does not irritate the skin. It does not
contain latex, materials of human or animal origin, drugs, antimicrobial substances
and does not have antimicrobial properties. It is available witliout a doctor’
prescription.

The adhesive plaster base is represented by fabric, non-woven, polymer,
polyethylene, silk materials. It does not require additional efforts when applied,
easily repeating the contours of the body, does not limit movement when worn on
the skin.

Not labeled as "waterproof or "water-resistant"

1. Adhesive plaster OMEGASOFT on a non-woven base, in a roll

2. Adhesive plaster OMEGASOFT on a polymer base, in a roll
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3. Adhesive plaster OIVIEGASQFT on a silk base, on a spool

4. Adhesive plaster QMEGASOFT on a polyethylene base, on a spool

5. Adhesive plaster OMEGASOFT on a non-woven base, on a spool
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6. Adhesive plaster OMEGASOFT on a fabric base, on a spool

7. Adhesive plaster OMEGASOFT on a cotton base, on a spool

1.7.  Information about  Medical staff, patients

potential
consumers ofthe
medical product
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Indications for
use
Contraindications
Possible side
effects when used
Information on
restrictions on the

joint use of
medical devices
Class of potential
risk of using a
medical device
OKPD2

Type of medical
device

Medical device
developer
Manufacturer and
place of
production of the
medical device

Authorized
representative of
the manufacturer
in the Russian
Federation
General
description ofthe
main functional
elements

Sterility
Infonnation
Information on
single use
Classification
according to
GOST R 53498-
2019
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For securing and fixing dressings and various medical devices (catheters,
cannulas, probes, tubes)

Individual intolerance to materials

An allergic reaction is possible in case of individual intolerance to the components

included in the product.
There are no restrictions on the joint use of medical devices

21.20.24.110 Adhesive dressing materials
136010 Skin adhesive plaster for fixing a bandage, non-silicone

Yafho Bio-Technology Co., Ltd

Yafho Bio-Technology Co., Ltd

Address: Second Floor Room 202 and 'fhird floor No. 81 Junfeng Rd . Huangpu
District Guangzhou 510760 Guangdong , China

Contact: Allen Lu Email: allen@yafho.com

Tel. +86-13416187329, website: httD://w'ww.vafLio.com/

Limited Liability Company " Omegamed ", abbreviated name: LLC "Omegamed"
Address: 620014, Sverdlovsk region, Yekaterinburg, Lenin Avenue, Building 5b,
Office 6

Contact details: +7 (3431 372-09-72 . www.omeiiasoftrus.ru

o For execution options 3-6: a long flexible strip (ribbon) with a
smooth or zigzag edge (silk base), covered on one side with an
adhesive layer, wound onto a spool,

o For versions 1- 2: a long flexible strip (tape) with a smooth
edge, in a roll, coated on one side with an adhesive layer,
protected with anti-adhesive paper.

Non-sterile
The adhesive plaster is a single-use medical device.

Functional properties; inactive, fixing

Purpose - fixing. Fixed to the skin by means of an adhesive layer.

Form for execution options:

1 Adhesive plaster OMEGASOFT on a non-woven base, in a roll

2. Adhesive plaster OMEGASOFT on a polymer base, in a roll

Tape form in rolls (roll type). Without a functional pad. Consists of:

Base: polymer and non-woven

Adhesive layer - hypoallergenic adhesive, applied in a continuous layer. When
unw'inding the roll/spool, no residue of the adhesive layer of the previous turn is
observed on the outer surface of the base.
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Protective coating ( anti-adhesive paper) - marked with linear markings for
precision cutting to the required dimensions with a cut along the protective paper
to ensure easy application without wrinkling the patch or forming folds. The
protective coating is removed without effort; no traces of the adhesive layer
remain on the surface of the protective coating.

Form for execution options:

3. Adhesive plaster OMEGASOFT on a silk base, on a spool

4. Adhesive plaster OMEGASOFT on a polyethylene base, on a spool
5. Adhesive plaster OMEGASOFT on a non-woven base, on a spool
6. Adhesive plaster OMEGASOFT on a fabric base, on a spool

Tape type on spool (spool type), on non-woven/silk/polyethylene/fabric base,
wdthout functional pad, without protective coating
Adhesive layer - hypoallergenic adhesive, applied in a continuous layer. When
unwinding the roll/spool, no residue of the adhesive layer of the previous turn is
observed on the outer surface of the base.
122. Type of contact Short-term contact of no more than 24 hours with intact skin.
with the human
bodv

1.23. List of materials The medical product does not contain materials of animal and/or human origin
of animal and/or
human origin

1.24. medicinal The medical device does not contain a medicinal product
products and
pharmaceutical
substances
contained in the
medical device

2. Technical description of the medical device

Table 1
2.1. Technical Name, characteristics of the parameter Characteristic
specificatio Peel resistance of adhesive layer, N/m Not less than 10, not more than 1000
ns pH level 5-8
2.2. Dimensions Adhesive plaster OMEGASOFT on a non-woven base, in a roll
and weight Product size, cm, tolerance £10% Product weight, grams, tolerance +10%
5x1000 85
10x1000 11
15x1000 265
20x1000 340
30x1000 510
10x5000 850
15x10000 2 650
Adhesive plaster OMEGASOFT on a polymer base, in a roll
Product size, cm. tolerance +10% Product weight, grams, tolerance +10%
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5x1000 101
10x1000 204
15x1000 302
20x1000 405
Adhesive plaster OMEGASOFT on asilk base, on a spool
Product size, cm, tolerance £10% Product weight, grams, tolerance +10%
1.25x500 7
3x500 15
5x500 23
7,5x500 34
10x500 46
1.25x914 13
2.5x914 32
5x914 63
7.5x914 95
10x914 125
Adhesive plaster OMEGASOFT on a polyethylene base, on a spool
Product size. cm. tolerance +10% Product weight, grams, tolerance +10%
1.25x457 8
2.5x500 16
5x457 32
7.5x457 48
2x500 15
3x500 19
5x500 36
7,5x500 52
1.25x914 15
2.5x914 3
5x914 62
7.5x914 93
10x914 123
Adhesive plaster OMEGASOFT on a non-woven base, on a spool
Product size, cm, tolerance £10% Product weight, grams, tolerance +10%
2.5 x457 20
2x500 17
3x500 36
5x457 46
4x500 44
5x500 51
2.5 x914 46
5 x914 92
7.5x914 138
10x914 184
Adhesive plaster OMEGASOFT on a fabric base, on a spool
Product size, cm, tolerance £10% Product weight, grams, tolerance +10%
1.25x500 7
2.5x500 14
5x500 26
2.0x500 24
10
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2.3. Materials
of the
medical
device

5.0x914
7.5x914
10x914

Name

Adhesive
plaster
OMEGASOFT
on a non-woven
base, in a roll

Adhesive
plaster
OMEGASOFT
on a polymer
base
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Base

Adhesive
material (
hypoallerge
nic )

Protective
paper:

Base

Adhesive
material (

11

Yaflio Bio-Technology Co., Ltd

Secoiid FloorRoom 202 and 1bird t loorNo 8 1.JimlVng Rotid. Huaiigpo
Districl Guangzltoii 5 1076<KiumigdongC‘hin,i
Tel: 020-85295649F'ax- (i20-S.>295797

WehsilL o \\.yullm.coin

50
76
04

Base material, technical
characteristics

- woven fabric ( brand
Spunlace)

Technical specifications:
Microporous non-w'oven
material, material density 50
g/m2

Moisture vapor transfer rate
(MVTR) not less than 1300
g/m2/24 h.

Peel strength at 180°
N/25mm 6.8-8.5

PH level 5.5-7.2

strength 280 %

The permissible deviation
from the specified parameters
is £10%.

Hot melt adhesive (name:
synthetic rubber based on
PSA, brand JHC )

Double-sided silicone paper
for separation, brand: ZLXZ

Polymer (Polyurethane film,
brand TPU)

Technical specifications:
Polyurethane film, thickness
25 microns

Moisture Vapor Transport
Ratio (MVTR)

605- 800g/m2/24 h.

Peel strength at 180°
N/25mm 6-8

pH level: 6.6-6.7;

Tensile strength 400%

The permissible deviation
from the specified parameters
is £10%.

Acrylic (name:

Solvent based acrylate PSA,
brand Acrylax)

Manufacturer

JunQi Nonwovens
Enterprise Co., Ltd,

China

HENKEL (CHINA)
INVESTMENT CO.

LTD. China

Nanjing Baolong Paper

Co. Ltd.
China

GUANGZHOU

YUANJUN PLASTIC
PRODUCTS CO., LTD

China

HENKEL (CHINA)
INVESTMENT CO.,

LTD, China
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nic )
Protective Thermoplastic polyurethane Zongshan Breath New
coating film, brand R & D Material Co. Ltd China
Adhesive Base Silk (artificial silk fabric ,
plaster brand bieiastic ) HANGZHOU
OMEGASOFT Technical specifications: YANGNUO TRADING
on asilk base, Canvas made of artificial CO., LTD., China
on a spool silk, density 83g+3g/ rrf w'ith
zigzag edge
Peel strength at 180°
N/25mm 3.5 N/ cm
The permissible deviation
from the specified parameters
is £10%.
Adhesive Flot melt adhesive (name: HENKEL (CHINA)
material ( synthetic rubber based on INVESTMENT CO.,
hypoallerge  PSA, brand JHC ) LTD. China.
me
Spool Polypropylene ZHEJIANG DEJIAEN
IMPORT AND
EXPORT CO., LTD.
China
Adhesive Base Polyethylene film ( brand Cixi Lanxing Plastic
plaster Novel) Industrial Co., Ltd.,
OMEGASOFT Technical specifications: Qingdu Road, Xidong
on a density 65g+3g/ irf Industrial Zone , Cixi
polyethylene Peel strength at 180° City , China.
base, on a N/25mm 3.8
spool The permissible deviation
from the specified parameters
is £10%.
Adhesive Acrylic (name: HENKEL (CHINA)
material Solvent based acrylate PSA, INVESTMENT CO.,
(hypoallerg  brand Acrylax) LTD, China,
enic)
Spool Polypropylene ZHEJIANG DEJIAEN
IMPORT AND
EXPOr*"T CO., LTD.
China
Adhesive Base Non-woven Non-woven HANGZHOU
plaster fabric (brand Spimlace CN ) YANNUO TRADING
OMEGASOFT The permissible deviation CO.,LTD
on a non- from the specified parameters  CO., China
woven base, on is +10%.
a spool Adhesive Hot melt adhesive (name: HENKEL (CHINA)
material synthetic rubber based on INVESTMENT CO.,
(hypoallerg PSA, brand JHC) LTD, China,
enic)
12
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Spool Polypropylene
Adhesive Base Woven fabric (brand E-
plaster cotton)
OMEGASOFT Technical specifications:
on a fabric Woven fabric - 100% cotton,
base, on a density 115g+5g/m2 2
spool Adhesive coating 90g+5g/m2
Peel strength at 180°
H/25mm 4.5
The permissible deviation
from the specified parameters
is +10%.
Adhesive Hot melt adhesive based on
material zinc oxide (name: Hot melt
(hypoallerg  adhesive with zinc oxide,
enic) brand JHC ZO)
Spool Polypropylene
Packaging Cardboard Cellulose
(consumer and Cornstarch
transport)
13
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IMPORT AND
EXPORT CO., LTD.
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Langxian Ruixing
Textile Co., Ltd.,
Zhuangcun , Xi
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Township, Qiu County,
Handan City , Hebei
Province, China

BeiJingGuanghui
century industry and
Trade Co., Ltd Beijing
Guanghui Century
Industry and Trade Co.,
Ltd.

China

ZHEJIANG DEJIAEN
IMPORT & EXPORT
CO.LTD

China

Yatbo Bio-Technology
Co., Ltd

Address: China,
Guangdong. 510760
Guangzhou. Huangpu
District, Yongfeng Road
. 3rd floor (room 81)
and 2nd floor (room
202)
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3. Completeness

One product is placed in individual consumer packaging. Consumer packaging is placed in a cardboard
box - in a transport container.

Packaging units are packed in cardboard boxes, which are intended for transportation by all types of
transport.

Labeling of consumer packaging

The adhesive plaster is packed in individual consumer packaging: cardboard boxes according to GOST
7933. The marking is applied by printing on the packaging and contains information about the product.
Consumer packaging, transport are fastened by interlocking the structure.

4. Labeling of medical devices

Explanation of symbols printed on the packaging:
Symbol Description

Avoid exposure to sunlight
--l- Avoid exposure to moisture

Prohibition of reuse

Do not use if the packaging is damaged and refer to the

instructions for use.

0197 Complies with EU requirements
LOT Batch code
S Use until ... (yy.mm.dd )
innl Date of manufacture
O Latex free
/ . Not sterile
non

/sterile\

T
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5. Operating instructions

51  Precautions and
warnings

5.2 terms of Use

53  Operating instructions

54  Maximum duration of
skin contact

5,5  Maintenance
information,
sterilization, cleaning,
disinfection

5.6  Disposal instructions

For single use only. Reuse is prohibited.

Ifirritation occurs, stop using the patch and consult a doctor.

After use, dispose of in accordance with the disposal instructions.

It is not recommended to apply the adhesive plaster to dirt>' or w'et skin.

It is prohibited to use the adhesive plaster after the expiration date!

The adhesive piaster does not require special conditions for use. The room
temperature should be comfortable for the work of medical personnel and the

patient.
from +10°C to +35°C; relative humidity no more than 90%.

1 If it is necessary to fix dressings, medical devices and catheters, it is
necessary to unroll the required length of adhesive tape, cut or tear it off and
carefully attach the adhesive side to the carrier (for example, a catheter, tube,
etc.). Press the free edges to the surrounding healthy skin, after which it is
necessary to run your Ungers over the surface for better adhesion.

2. In case of cuts, burns, abrasions, acute wounds, lacerations before use,
the skin area must be disinfected using any convenient method and a gauze
pad must be applied, it is necessary' to unroll the required length of adhesive
tape, cut or tear off and attach the gauze pad as tightly as possible using
adhesive tape. Adhesive tape glued to the treated surface will not allow
bacteria and microorganisms to penetrate the w'ound.

No more than 24 hours.

The adhesive plaster is a single-use medical device and is not subject to

maintenance.
It is non-sterile and cannot be sterilized, cleaned or disinfected.

Recycling and disposal of unused products after their expiration date is
carried out inaccordance with the requirements for class A waste (SanPiN

2.1.3684-21).
Used products are disposed of as class B waste (SanPiN 2.1.3684-21).

6. Storage and transportation conditions

Adhesive plasters should be stored in the manufacturer's packaging
in warehouses in a dry place protected from heaters.

Storage conditions for adhesive plasters in relation to the action of
climatic factors must comply with storage conditions group |
according to GOST 15150:

- temperature (5 - 40) "C;

15
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- relative humidity up to 80% at a temperature of 25 °C.
6.2  Transportation Transportation of adhesive plasters is carried out in the
conditions manufacturer's packaging according to GOST 20 790 in covered
vehicles and in containers by all types of transport in accordance with
the transportation rules in force for this type of transport.
The conditions for transporting adhesive plasters in relation to the
action of climatic factors must correspond to storage conditions
group 5 according to GOST 15150.
Transportation conditions: Temperature from —0 °C to +49°C;
relative humidity no more than 90%.
6.3 Criteria for unsuitability ~ Ifthe packaging is damaged or opened, the product must be unfit for
of a medical device for use.
use, return of a medical To return a damaged product: return the medical device in its original

device packaging with the batch (lot) number, purchase reference and reason
for return.
Do not use after expiration date.
6.4  Environmental This medical product is environmentally friendly during use, storage

protection requirements  and transportation.
7. Warranty obligations

The manufacturer guarantees that the dressing complies with the manufacturer's documentation, provided
that safety precautions are observed and the conditions of operation, storage and transportation are met.

The guaranteed shelf life of the dressing is 5 years from the date of manufacture.

8. List of standards applied by the manufacturer (producer) of medical devices

GOST 31214-2016 Medical products. Requirements for samples and documentation submitted for
toxicological, sanitary-chemical studies, sterility and pyrogenicity tests .

GOST ISO 10993-5-2023 "Medical devices. Evaluation of the biological effects of medical devices. Part
5. Cytotoxicity tests using in vitro »;

GOST ISO 10993-10-2023 "Medical devices. Evaluation ofthe biological effect of medical devices. Part
10. Sensitization studies™;

GOST ISO 10993-12-2023 "Medical devices. Biological evaluation of medical devices. Part 12.
Sampling and preparation of samples for testing"

GOST R ISO 15223-1-2023 "Medical devices - Symbols for use in marking on medical devices, on labels
and in accompanying documentation - Part 1. General requirements”;

GOST R 53498-2019 "Medical products of plaster type. General technical requirements. Test methods"

GOST ISO 13485-2017 "Medical devices. Quality management systems. Requirements for regulatory
purposes”

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

16
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GOST ISO 10993-11-2021 "Medical devices. Evaluation of the biological effects of medical devices. Part
11- General toxicity studies".

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

GOST ISO 14971-2021 Medical devices Application of risk management to medical devices

17

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Kutatickuit KOMHTET COASHCTEHA PAIBUTHIO MEXKIYHAPOAHOW TOProBAH
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Ne 244401A0/001195

HACTOAUUM MNOATBEPXIAETCHA, YTO: neyars Adxo Buo-Teknonoroaxu Ko., Jira. (C'yanuxoy) Ha npuaaraeMom
AOKYMEHTE ABIAETCA NOATHHHOHR.
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Ceprudukauua MEXAYHapOAHOHK TOProBAn
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/Meuarp/:
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(Nara: 27 mapra 2024 r.)
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YTBEPXKIAIO

[etepanblibiil AMPEKTOP

A¢xo Buo-Texuonomxu Ko., Jita
XanuMuu Ma

«02» mapta 2024 r.

/moanuce/

Tleuats: Adxo Buo-Texuonomkn
Ko., JItn
M.IL

HHCTPYKLUSA ITO NTPUMEHEHHIO
HA MEIULIUHCKOE U3AEJIUE
JSeiixonnacmoipe OMEGASOFT (OMETACOP®T) duxcupyrousuii meduyuxcxuti, Hecmepurvibiil, @

BAPUAHMAX UCNIORHEHUR

Bepeus 1
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1. OO6mue cerefeHHS 0 MeAHIHHCKOM W3AEJIHN

I.1. | HaumeHnopanne JleiikonnacTsiph OMEGASOFT (OMETACO®DT) dukcupyromuii

MEAMLMHCKOro MEAHLMHCKNA, HECTepUNbHLIN. B BADHAHTAX HCRONHEHHKH (Aanee N0 TEKCTY —
waaenus nefixonnacThIPb/METUUMHCKOE H3ACUE)

1.2. | BapuauTbl 1. Jlelixonaacteipp OMEGASOFT (OMETACO®T) ua HeTKaHOi ocHoBe,
KCTIONHEHHUA B py/sioHe, B cOCTaBe:

1.1. JletikonnacTeips OMEGASOFT (OMETACO®T) Ha HeTKaHO# ocHOBE,
pasmep cM: 5x1000 - | wr

WUHaHBHAYaNLHAN YNAKOBKA C HAaHECEHHOH CRepXy HHCTpYKuHeit - | wr.

1.2. Jletikonaactsipb OMEGASOFT (OMEIrACO®T) Ha HeTKaHoli ocHOBE,
paimep cm: 10x1000 - 1 it

HHAMBHAYaTEHAA YIAKOBKA C HaHECeHHOH cBepXy HHCTpYKumel - | wr.

1.3. JNetikonnacteiph OMEGASOFT (OMEIrACO®T) Ha HeTKaHO| OCHOBE,
pasMmep cM: 15x1000 - | wr

UnauBaayansHas ynakoBka ¢ HaHeceRHOH cBepXy HHCTpyKumei - 1 urr.

1.4. Neiikonnacthips OMEGASOFT (OMETACO®T) Ha HeTkaHOit ocHoBe,
pasmep cM: 20x1000 - 1 wr

HUuauBuayansHas ynakoBKa ¢ HAHECEHHON CBepXy MHCTpYKumei - 1 wiT.
1.5. Jletixonnacteipp OMEGASOFT (OMEIACO®T) Ha HeTkaHo#t ocHOBE,
pasmep cm: 30x1000 - | v

HuauBryanstas ynakoBKa ¢ HAHECEHHO# CBEPXY HHCTpYKUMed « 1 wT.
1.6. Jlekikonnactoips OMEGASOFT (OMETACO®T) na HeTkaroit ocHoBe,
pasmep cm: 10x5000 - 1 wr

HUnauBuAyanbHan ynakosKa ¢ HAHECEHHOH CBEPXY HHCTpYKUHe - | .

1.7. Nefikonnactuips OMEGASOFT (OMEIrACO®T) Ha HeTkano# ocnose,
pasmep em: 15x10000 - 1 wr

HuanBuayanbnas ynakoBka ¢ HAaHeCeHHOR cBepXy MHCTpyKumed - 1 wr.

2. Jleiixonaactoipb OMEGASOFT (OMETACO®T) ua noanmepro#

OCHOB¢, B PYJ/IOHE, B COCTABE:

2.1. Jietxonnacteips OMEGASOFT (OMEACO®T) Ha nonumepHoit ocHoBe,
pasmep cMm: 5x1000 - § wir

HuausnayanvHas ynakoBka ¢ HAHECEHHOH ceepxy WHCTpykuuedt - | wr.

2.2. Neitkonnactbips OMEGASOFT (OMEIACO®T) Ha nonumepHoi# ocHoOBe,
pa3mep cm: 10x1000 - | wr

WuauenayanbHad ynakoska ¢ HAaHeCeHHOH caepXy UHCTpyKuwe# - 1 w.

2.3. Neiikonnacteiph OMEGASOFT (OMEIACO®T) wa nonumepHo# ocHose,
pa3mep cM: 15x1000 - | wr

UnauenayansHaa ynakoBKa ¢ HaHeCEHHON cBepXy HHCTPYKUMEH - | wiT.

2.3. Neitkonnacteips OMEGASOFT (OMEIMACO®T) na nonnmepnoii ocHose,
pasmep cm: 20x1000 - 1 wr

HuanBuAyanbHad yNakoBKa ¢ HAHECEHHON CBEPXY HHCTPYKUMeH - 1 wr.

3. Jelixonnactsipp OMEGASOFT (OMETACO®T) ua eaxosoli ocHose,
Ha LITyJie, B COCTaBe:

3.1. Nefikonnactoipb OMEGASOFT (OMETACO®T) na wenkosoif ocHose,

pasmep cm: 1,25x500 - 1 wr.
HuausuayanbHas ynakoBka ¢ HaHeCEHHOM cBepXy MHCTpYKUMER - | wT.
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3.2. Nletikonnacreipp OMEGASOFT (OMEI'ACO®MT) Ha wenkosoii ocHOBE,
pasmep cm: 3x500 — | wr.

HUuanBuayanbHas ynakoBKa ¢ HAHECEHHOIT CBCPXY HMHCTPYKUKeH - | wr.

3.3. Jleiikonaacteips OMEGASOFT (OMEI'ACO®T) Ha wenkoBoiit ocHoBe,
pa3mep cm: 5x500 = | wr.

HUuausnayanbHas ynakoBKa ¢ HaHeCEHHON CBEPXY HHCTpYkuUHeH - | wT.

3.4. Jleiikonaactbipb OMEGASOFT (OMEIACO®T) Ha wenkoBoit OCHOBE,
pasmep cm: 7,5x500 - 1 w.

HUranBuayanbHas ynakoBKa ¢ HAHECEHHOM cBepXy MHCTpyKuHeit - | w.

3.5. Neitxonnactoipp OMEGASOFT (OMEIACO®T) na weaxosoi ocHOBe.
pa3mep cM: 10x500 — | wr.

UHauBuayansHas yNnakoBKa ¢ HAHECEHHOM cBepXy MHCTpykuunei - | wr.

3.6. Jleiikonnactsips OMEGASOFT (OMEIACO®T) Ha wenkoBoi ocHoBe,
pasmep cM: 1,25x914 — 1 wr.
HMuausuayanbHas ynakoBka ¢ HaHeCEHHOIT cBepXy HHCTpyKuueit - | wr.

3.7. Nleiikonnactbips OMEGASOFT (OMEIACO®T) xa wenkoBoii ocHOBe.
pasmep cm: 2,5x914 — | wr.

MuansnayanbHas ynakoBKa ¢ HAHECEHHOH cBepXy HHCTpYKuUMeit - 1 wr.

3.8. Jleitkomnactoipb OMEGASOFT (OMEIACO®T) Ha weaxkoBoii OCHOBeE.
pa3smep cMm: 5x914 - | wr.

WUuaneuayansHas ynakoBka ¢ HaHeCEHHOH cBepXy MHCTpyKumeii - 1 wr.

3.9. NleitkonnacTeips OMEGASOFT (OMEIACO®T) Ha wekoBoii ocHOBe.
pa3mep cM: 7,.5x914 — 1 w.

MuauBuayansHas ynakoBKa ¢ HaHeCEHHOI1 cBepXy MHCTpYKUHeit - | wrT.

3.10. Jlefikonaacteipp OMEGASOFT (OMEIACO®T) Ha wenkoBoit ocHose,

pa3mep cm: 10x914 — | wir,
HMuaueuayansHas ynakoBka ¢ HAHECEHHO# CBEPXY MHCTPYKUHEH - 1 WT.

4. Jleiikonaacteips OMEGASOFT (OMETACO®T) Ha n10HITHIEHOBOMH
OCHOBE, Ha WINYyJjie, B COCTaBeE:

4.1, Nleiikonnacteipp OMEGASOFT (OMEIACO®T) Ha nonWITHAECHOBOH
OCHOBe, pa3mep. cM: 1.25x457 — lwrt

MuauBuAaya bHas YNakoBKa ¢ HAHECEHHOM CBEPXY UHCTPYKUKed - | wr.
4.2, Nefikonnactbipp OMEGASOFT (OMEIACO®T) Ha NOIH3THACHOBOH
OCHOBe, pa3mep, cM: 2.5x500— lwTt

MHauBuayanbHas ynakoBKa ¢ HAHECEHHOM! CBEPXY MHCTPYKUHEH - | wWT.
4.3. Jleiikonnactsipp OMEGASOFT (OMETACO®T) Ha noan3THNEHOBOIH
OCHOBe, pa3mep, cM: 5x457- 1wt

Muansiayanbhas ynakoBKa ¢ HAHECEHHOIT CBEPXY HHCTPYKUHeit - | w.
4.4. Nlefikonnactoip OMEGASOFT (OMEI'ACO®T) Ha nonu3THIEHOBO#
OCHOBE, pa3mep, cM: 7.5x457- lwt

WHauBKMAYyanbHaA yNakoBKa C HAHECEHHON CBEPXY MHCTpyKuUKeH - | wT.
4.5. Jlefikonnactoipp OMEGASOFT (OMEIACO®T) Ha noau3THAEHOBOI
OCHOBe, pa3mep, cM: 2x500— TwT

MHauBuAyanbHaA ynakoBKa ¢ HAHECEHHOI CBEPXY HHCTpYKuUHEH - | wr.
4.6. Jletikonaactoipp OMEGASOFT (OMEACO®T) Ha noan3THieHOBO#H
ocHose, pa3Mep, cM: 3x500— TwT

MHanBuayanbHas ynakoBKa ¢ HAHECEHHOH CBepXY WHCTPYKUMeR - 1 wr.
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4.7. Nenkonaactoipb OMEGASOFT (OMEI'ACO®T) 1a nonn3THICHOBOH
OCHOBe, pasMep. cM: 5x500— lwTt

HMuaneuayansHas ynakoBKa ¢ HAHECEHHOMN CBEPXY HHCTpYKUMeR - 1 wT.
4.8. Jleiikonnactoipp OMEGASOFT (OMETACO®T) Ha nOAHITHNEHOBOA

| ocHoBe, pasMmep, cM: 7,5x500- lwTt

MuansuayanbHas ynakoBka ¢ HAHECEHHOMN CBEPXY MHCTpyKuMe - | wr.
4.9. Neitkonnactoipp OMEGASOFT (OMETACO®T) Ha nonn3THIEHOBOH
ocHoBe, pa3Mep, cM: 1.25x914- lwt

HuansuayansHas ynakoska ¢ HaHeCEHHON cBepXy MHCTPyKUHeit - | wr.
4.10. Jleiikonaacteips OMEGASOFT (OMEIACO®T) Ha noan3THIIEHOBOH
OCHOBe, pasMmep, cMm: 2,5x914— lwt

WuauBuayanbHas yNakoBka C HAHECEHHOH CBepXY HHCTpYKUMeH - 1 wiT.
4.11. Jleiikonnactoipp OMEGASOFT (OMETACO®T) Ha nofM3THIEHOBOH
OCHOBe, pa3Mep. cMm: 5x914— lwt

MHauBrayanbHas yNakoBKa ¢ HAHECEHHO CBEPXY HHCTPYKUHEH - | wT.
4.12. Nleiikonnacteipp OMEGASOFT (OMETACO®T) Ha nonuITH.ICHORO#M
OCHOBe, pa3mep, cM: 7,5x914— lur

UHauBHAyanbHas YNaKoBKa ¢ HaHECEHHOM CBEpXY HHCTpPYKUHEH - | WT.
4.13 Jleiikonnactoipp OMEGASOFT (OMEI'ACO®T) Ha nonu3THACHOBO#H
ocHoBe, pazMmep. cM: 10x914— Lt

MuansuayanbHas ynakoBKa ¢ HAHECEHHOM CBEPXY MHCTpyKuMed - | wr.

5. Jleiixonaactoipp OMEGASOFT (OMETACO®T) na verkanoii ocHose,
Ha unye, B COCTaABE:

5.1. JNlefikonaactslpp OMEGASOFT (OMEIACO®T) Ha HeTKaHOii OcHOBE,
pasmep, cm: 2.5 x457 — lwt

WuauskayanbHas ynakoBKa ¢ HAHECEHHOIT CBEpXY MHCTPYKuUMed - | wT.
5.2. Jleiikonnacteips OMEGASOFT (OMEIACO®T) Ha HeTkaHoii OCHOBE,
pa3mep. cM: 2x500- 1wt

MuansnayanbHas ynakoBKa ¢ HAHECEHHOIT CBEPXY MHCTPYKUHEN - 1 wr.
5.3. Jleiikonnacteips OMEGASOFT (OMEIACO®T) Ha HeTkaHol ocHOBe.
pasmep, cm: 3x500— lwTt

UnausuayanbHas ynakoska ¢ HaHECEHHO# cBepXy HHCTpyKumed - | WT.
5.4. Jleiikonnactbipp OMEGASOFT (OMEIACO®T) Ha HeTkaHO#i OCHOBE,
pa3Mmep, cM: 5x457- 1wt

MuansiayanbHas yNakoBKa ¢ HAHECCHHOI CBEPXY HHCTPYKUMeN - 1 T,
5.5. Jleiikonnactoips OMEGASOFT (OMEIACO®T) Ha HeTkaHO# OCHOBE,
pasmep, cM: 4x500— lwt

MuausuayanbHas ynakoBka ¢ HAHECEHHO#H CBEPXY MHCTpYKUMeH - | wT.
5.6. Jlefikonnactolpb OMEGASOFT (OMEI'ACO®T) Ha HeTkaHO# OCHOBE,
pasmep, cm: 5x500- 1wt

MHuaMBnayasbHas YNakoBKa C HAHECEHHOI CBepXy MHCTPYKUMEH - | wr.
5.7. Jleiikonnactbipb OMEGASOFT (OMEIACO®T) Ha HeTKaHO#H OCHOBE,
pasmep, cm: 2.5 x914—~ lwt

WuauBuayanbHas ynakoBKa ¢ HAHECEHHOI CBEPXY MHCTpYKUHedd - 1 wr
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5.8. JleiikonnacThipe OMEGASOFT (OMEIACO®T) Ha wetkawo# ocHose,
paimep, cm: 5 x914— lwt

HuansnnyansHas ynakoBKa ¢ HAHECEHHOMN CBEPXY WHCTPYKuueH - 1 .

5.9. JNlelikonnactbipp OMEGASOFT (OMEIACO®T) na HeTkaHo# ocHose,
pasMep, cMm: 7,5 x914— lur

UnansuayansHas yNakoBKa ¢ HaHECEHHOW CBEPXY MHCTPYKUKeid - | urr.
5.10. Neiixonaactuips OMEGASOFT (OMETI"ACO®T) Ha HeTkaHoOH OCHOBE,
pasMep, cm: 10 x914~

HHausuAyanbHas ynakoBKa ¢ HaHECEHHOH CBEPXY MHCTPYKUWEH - | 1uT.

6. Jleliconaactoipk OMEGASOFT (OMETACO®T) na vhanenoii ocHobe,
Ha mnyie, B COCTABE!

6.1. Nettxonnacteipe OMEGASOFT (OMETACO®T) Ha TkaHeBOH OCHOBE
pasmep, cm:1.25x500 — 1wy

HnausHayanbHas ynakoBKa C HAHECEHROI CBEpXY HHCTPYKuweh - | wir,
6.2. Neiikonnacthipp OMEGASOFT (OMETACO®T) Ha Tkaneso# ocHoBe
pasmep, ¢m:2,5x500 — 1wt

HWHanBnAYanbHAad YNaKoBKA C HAHECEHHOM cBepXy UHeTpyKuWe# - 1 ur.
6.3. Aelikonnacteipp OMEGASOFT (OMETACO®T) Ha TkaHEeBO#H ocHoBe
pasmep, ¢m: 5x500 - T

UnausnayanbHas ynakoBKa ¢ HAHECEHHOH CBEPXY MHCTPYKUMEH - | w.
6.4. Neiikonnactoips OMEGASOFT (OMErACO®T) Ha TkaneBoH 0CHOBE
pazmep, cm: 2.0x500 — it

6.5. Netikonnactbips OMEGASOFT (OMEI'ACO®T) Ha TKaHeBo#H ocHoBE
pasmep, cMm: 5.0x914 — 1wt

UnauBHAYyanLHaR YNAKOBKa C HAHECEHHOHA cBEpXY MHCTpyKUHel - | wr.
6.6. Nleiikonnacteipe OMEGASOFT (OMEIACO®T) Ha Tkanepol oCHOBE
pasmep, cM: 7,5x914 - 1t

HHauBuayanbHas ynakoBKa ¢ HaHeCEHHOR CBEpXy MHCTpyKuMed - 1w,
6.7. Jlefikonnacteipp OMEGASOFT (OMET'ACO®T) Ha TKaHeBO# ocHOBE
pasMep, cM: 10x914 - lwr

UnansuayansHad YNAKOBKA ¢ HAHECEHHOH CBEpXY HHCTpYKUMed - 1 wiT.

1.3. | Hasxauenne Ilna 3aKpenneHus NepeBA3OHBIX CPEACTB U MEAHLIMHCKHX NpUcnocobnenui na
MEAHUKHCKOTO MOBEPXHOCTH KOKH.
u3AENHA

1.4. | Obnacte JlefikonNacTbipb NPUMEHAETCA MEAHUNHCKNM TIEPCOHANOM B KITHHAHYECKHX
MPHMCHCHUA YCAOBHRX MEAHLLHHCKNX YUPEKAEHU, 2 TAKKE TPHMEHRETCRK CAMOCTOATENbHO B
MEAMLIMACKOrO IOMAUIHHUX YCROBHAX.
H3ACAHA

1.5. | Obwee onHcanue | HecrephnbHsiil camokneamniica MaTepHan MOXET NPUMEHATLCA AN Gukcauun
MEAMLUUHCKOrO NOBA30K, CaN(PETOK, TAMITOHOB, KATETEPOB M KAHIONL,
MR JlefikoNAAaCTHIPb ABNACTCA FHNOAIEPTEHHBIM, HE BbI3bIBACT PAIAPAKEHHA KOXH.

He conepkuT narekc, Marepuanbl “€I0OBEHECKOrO HIH  JKMBOTHOrO
NPONCXOXKACHUA, SIEKAPCTREHHbIE CPEACTBA, NPOTHBOMHKPOGHbIE BELIECTBA ¥ HE
obnanaet aHTUMUKPOGHBIMH cBolicTBaMU. OTnyckaeTca Ge3 peuenTa spaya
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Yafho Bio-Technology Co., Ltd (Adxo Buo-TexHonomxku Ko., Jltal
Agpec: 510760, KuTaii, nposuHuna MyaHayH, ropod yaHuykoy, paiioH XyaHny, ynuua Li3toHbgaH, gom 81, BTOpoii aTax,

KoMHaTta 202, TpeTuii atax
Ten.020-85295649 dakc: 020-85295797, Bebcaiit: vvww.yafho.com

OcHosa HEMKOHHHCTprH npencrtaBneHa TKaHEBbIMWU, HETKaHbIMW, MOJIMMEPHbLIMN,
NoOIN3TUNEHOBLIMUY, LIENIKOBbIMW MaTepuanamu. He Tpe6yeT OOMNONHUTENbHBIX
yCI/II'IVIVI npu Ha/l0XEeHUN, Nerko MnoBTOPAA KOHTYpbl Tesa, He OorpaHun4YuBaeT

LBUXEHWE NPY HOLUEHUUN Ha KOXe.
He mapKupoBaHbl Kak "Bnaroctorikme" n "BofoHeNnpoHuLaemble"

16.  KoHcTpyKuuA 1 Neikonnacteips OMEGASOFT (OMEIFACO®T) Ha HeTKaHOI OCHOBE,

BHELWHNA BUS ~NoHe

2. Nenkonnactblpb OMEGASOFT (OMEIFACO®T) Ha NONNMEPHOIA
OCHOBE, B pY/iOHE

3. Nevikonnactblpb OMEGASOFT (OMEIFTACO®T) Ha WwenKoBOI OCHOBE,

Ha wnyne

4. JNenkonnactblpb OMEGASOFT (OMETACO®T) Ha N0OIM3TUIEHOBOIA

OCHOBE, Ha wnyne
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Yafho Bio-Technology Co., Ltd (Adxo buo-TexHonogxH Ko., JITg)
Agpec: 510760, Kutaid, npoBuHuma NyaHayH, ropog MN'yaHwkoy, paioH XyaHny, yauua Li3toHbthaH, gom 81, BTOPOR 3Tax,

KoMHaTa 202, TpeTuin atax
Ten.020-85295649 dakc: 020-85295797, BebcanT: www.yafho.com

5. NenkonnacTbipb OMEGASOFT (OMEITACO®T) Ha HeTKaHOI1 OCHOBE,
Ha wnyne

6. Nelikonnactelpb OMEGASOFT (OMEIACO®T) Ha TKaHeBOM OCHOBe,
Ha wwnyne
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Yatho Bio-Technology Co., Ltd (A¢xo buo-TexHonogxu Ko., 1Ta)

Appec: 510760, Kutaii, npoBuHuma MNyaHg>'H, ropog MNyaH4yxoy, paiioH XyaHny, ynuua Li3toHbgaH, oM 81, BTOpOii aTax,

KOMHaTa 202, TpeTuii aTax
Ten.020-85295649 dakc: 020-85295797, Bebcant: vvvvw.yafho.com

17.

1.8.

1.11

14.

1.15.

.16.

WHhopmaumns o
NoTeHLNaNbHbIX
notpebuTtenax
MeAULMHCKOro
n3genms
Moka3aHus K
npUMeHeHns

MpoTtnsonokasaH
nd

Bo3mMOXHbIE
Nno6o4HbIe
fencTeums npu
NPUMEHEHUM
NHpop.mayms 06
OrpaHu4YeHunsx no
COBMECTHOMY
NCNOb30BaHNIO
MeLNLMHCKNX
nsgenuii

Knacc
NOTeHUManbHOro
pucka
NPVUMEHEHUS
MeAULNHCKOro
n3genns

oKnMnAagz2

Bug
MeJMLUHCKOro
n3genus
PaspaboTunk
MeANLUHCKOTO
n3genus
MpownsBoguTens 1
MecTo
npon3BoACTBa

7. Neinkonnactbipb OMEGASOFT (OMETACO®T) Ha
xnon4yaTobymMaXXHoW OCHOBeE, Ha LWnyse

MeAI/ILI.I/IHCKI/Iﬁ nepcoHan, nauneHTbl

Ona  3akpenneHns ©  uUKcauMm NepeBA30YHbIX CPEACTB U Pas/INYHbIX
MeANLNHCKNX npucnocobneHunii (KateTepoB, KaHHO/b, 30HA0B, TPY6OK)
NHauBmayanbHas HeMmepeHOCMMOCTb MaTepmanos

Bo3MoXHa annepruyeckas peakuus npu WHAUBUAYA3bHOW HenepeHOCHMOCTH
KOMMOHEHTOB, BXOAALLMUX B COCTaB U3fenus

OrpaHuyeHus o nsgenuii

OTCYTCTBYIOT

COBMECTHOMY WMCNON1Ib30OBaHNIO MeANLUNHCKNX

21.20.24.110 MartepunaTbl Knenkne nepeBsiz0UHbIe
136010 JlelikonnacTbipb KOXHbIA 415 huKcaumm noBs3KM, HECUMKOHOBBIN

Yatho Bio-Teclinology Co., Ltd (Adxo buo-TexHonogxun Ko., JIta)

Yafho Bio-Technology Co., Ltd (A¢xo bruo-TexHonogxu Ko., /1Ta)
Agpec: Second Floor Room 202 and Third floor No.8! Junfeng Rd, Hiiangpu
District Guangzhou 510760 Guangdong, China (510760, KwuTaii, npoBMHLMS
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Yafho Bio-Technology Co., Ltd (SIpxo buo-Texnonomku Ko., JItn)

Anpec: 510760, Kutaif, npornuma I'yanays, ropoi I'yaHwkoy, palion Xyanny, ynuua [isionedon, aom 81, sTopoit atax,

komHara 202, TpeTHii 3Tax
Ten.020-85295649 daxkc: 020-85295797, Bebeaiit: www.yatho.com

MERKLHHCKOTO
H3NENHA

FCyauayHx, ropoa Dyanwkoy, paiion Xyauny, ynnia Liziousdas, aom 81, etopoit
aTax, KoMHata 202, TpeTHii aTax)

KonTaktnse nanusie: Allen Lu Aapec snexrponnoii nours:: allen@yafho.com
Ten.+86-13416187329, caiit: http://www.yafho.com/

1.17.

YRONHOMOUEHHE]
# npeacrasurenb
NpoOU3BOAMTENS B
PO

OBwecTso ¢ OrpaHHYEHHOH OTBETCTBEHHOCThIO «OMeramea», COKpaLEHHOS
tHanMenosanue: Q00 «Omeramesn

Anpec: 620014, CeepanoBckaa obnacte. ropoa Exarepun@ypr, npocnekt
Jlennua, nom 56, otuc 6

KoutakTHeie pansbie: +7 (343) 372-09-72, www.omegasoftrys.ru

1.18. | OBwee onucauue o JIng sapuaHToB ucnonHeHus 0. 3-6: AnHHHAR rubkas nonocka
OCHOBHbBIX {nenra) ¢ pOBHEIM Mn¥ 3ur3arooSpasHbIM kpaem (LenKoBas
$yHKUHOHANBHBIX OCHOBa), NOKPLITas, ¢ 0AHOH CTOPOHBI, KNIEEBBIM CNOEM,
AMEMEHTOB HAMOTAHHAA HA WYIHO.

o Jina BapuaHToB HenonHeHHs | - 2: AnuvHaa rubkas nonocka
(neHTa) ¢ POBHLIM KpaeM, B PYJIOHE, NOKPLITAN, ¢ OAHOH
CTOPOHbI, KJIEEBbLIM CNOEM, 3aiILHILCHHAA AHTUAATEIHOHHOR
Oymaroil.

1.19.| Ceeaennz o Hecrepunbto
CTEPHNILHOCTH

1.20. | Ceenenus o6 JletikonaacTsipb ABNKETCA MEAHLHHCKUM HIACTHEM OAHOKPATHOTO NPUMEHEHWA
OAHOKPATHOCTH
TIPUMEHEHHA

1.21. | Knaccudukauns | OyHKUHOHaNBHLIE CBORCTBA: HEAKTUBHAIH, duKkeHpylomit
no TOCT P | Haznauenue — guxcupyiowee. GurcHpyercs Ha KOXe 3a CHET KIeeBoro Cnos.
53498-2019 dopma UTS BAPHAHTOB HCNONHEHUA!

1. JNeiixormacteips OMEGASOFT (OMEIACO®T) Ha HeTKaHO#H OcHoBe,
B pyfioHe

2. Jlefikornacteips  OMEGASOFT (OMETACO®T) Ha nonumepHoH
OCHOBE, B pyJIOHE

JNentounot ¢opmnt B pynoHax (pynonHbift Tum). be3 dyHxunoHanLHOH
nogyweyxy. COCTOHT U3:

OcHoBa: NOAHMEPHAA M HETKAHAN

Kneesoit ¢cnol - knedl runocanneprennbifi, HaHeceH CITOWHLIM caoeM. [lpu
Pa3MaTbIBAHHKM PYNIOHA/KATYWKY HA HapyXHOH NOBEPXHOCTH OCHOBbI HE
HaONoAAeTCA OCTATKOB KACEBOND COA MPeAbIAYLLEro BHTKA,

3ammuTHOS TOKpbITHE (AHTHAArE3NOHKas Oymara) - MapKupoBaHHaA NHHEHHON
Pa3METKON AN TOYHOCTH pe3kH Ha HeoOXOAWMBIE pa3Mephl € paspe3oM Mo
sauTHOH Gymare fna ofecneveHWs MPOCTOro HaknanbiBaHWa 0e3 CMUHAHHA
nAACTLIPA # 05GpazoBanns CKAAA0K. 3alHTHOE NOKPHITHE CHUMAECTCR 0e3 yeuaus;
Ha NOBEPXHOCTYH 3AWUTHOMO NOKPLITHA HE OCTAIOTCA CNEAbI KNEeBOro cloa.
®opma A7 BAPUAHTOB UCNOIHEHAA:

3. Jeiixonaacteips OMEGASOFT (OMEIACO®T) na wenkopoit 0CHOBE,
Ha Wwny:e

4. JNeitkonnacteipe OMEGASOFT (OMEACO®T) Ha NOAH3THACHOBOA
OCHOBE, Ha tunyne

5. Jletikonnactsipe OMEGASOFT (OMEIFACO®T) Ha wetkanol ocHose,
Ha [nyne
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Yafho Bio-Technology Co., Ltd (idxo Buo-Texunonomxu Ko., Jita)

Aapec: 510760, Knraii, nposuHuma MyanayH, ropon I'yasuxoy, pation Xyauny, ynuua LisionsdsH, aom 81, BTopoii aTax,
xomuata 202, TpeTui sTax

Ten.020-85295649 dakc: 020-85295797, BebceaiiT: www.yafho.com

6. Jletixonnactoipp OMEGASOFT (OMEI'ACO®T) Ha TKaHeBO#l OCHOBE,
Ha wnyne
Jlentounoti ¢opmbl Ha wnyne (kaTyeyHbli ™), Ha
HeTKaHoNH/WeNKoBOH/NOANITUNEHOBOI/TKaneBoil ocHone, Oez dyHkuHoHaNbHOR
noayweykH, 63 3allHTHOrO OKPLITUA
Kneepoli cnoii - knell runoannepreHHblif, Hanecen cnaowmkbiM cnoem. [lpu
Pa3MaTHIBAHMH PYNOHA/KATYIUKH HA HApYXHOH ROBEPXHOCTH OCHOBLI He
Ha60IAETCA OCTATKOS KICSBOrO CNIOA MPEALIAYLUErO BUTKE,
1.22.| Bua kontakta ¢ | KpaTkospeMeHHbIH KOHTaKT He Dosnee 24 uacoB ¢ HENOBPEKICHHON KOXeN.
OpraHu3MOM
yenosexa
1.23. | TMepeuens MeanunHekoe H3nenue He CONCPXHT MAaTEpPUanoB XKWBOTHOTO W (WiIn)
MaTepHaNos 4ENOBREHECKOTrO MPOHCXOKAEHHUA
MUBOTHOIO "
(uan)
YEOBEHECKOro
MPOHCXOXKACHUA
1.24. | nanubIe o | MemHuMHCKOE U3ALTHe He COTEPIKUT JIeKAPCTBEHHOE CpeACTBO
coaepXaluuxcs
B MEAWLIMHCKOM
H3OECAUR
JieKapeTBEHHbIX
npenaparax H
dapmanesTHUECK
nx cyGcratuMax

2. TexHuvecKoe ONUCAHHE MEARIHHCKOrO H3REeNHA

Tabsanua 1
2.1.| Texunueck | | HanmeHoBaHNE, XAPAKTEPHCTHKHE XapaxTepHcTHKS
He napamMeTpa
xapakrepic | | ConporHBaeHue OTCIAHBAHKIO KASCBOTO He menee 10, ne 6onee 1000
TWKH cnos, H/im
Yposeub pH 5-8
2.2.| Pasmepns u | | Jleiikonaacteipp OMEGASOFT (OMETACO®T) na nerxanoii ocHoBe, B pyjone
Macca Pazmep u3nenus, cM, gonyck +10% Macca nzsenna, rpamMm, sonyck +10%
5x1000 85
10x1000 171
15x1000 265
20x1000 340
30x1000 510
10x5000 850
15x 10000 [ 2650
[ Jlefikonaacroips OMEGASOFT (OMETACO®T) na noanmepHoii 0cHOBe, B pyjioHe
Pa3mep n3nenua, oM, aonyck +10% Macca usnenus, rpamm, aonyck £10%
Sx1000 101
10x1000 204
1
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Yatlio Bio-Technology Co., Ltd (Adxo byio-TexHonogxu Ko., /1ta)

Appec: 510760, Kutaii, npoBuHUmMsa N'yaHayH, ropog N'yaHwkoy, paiioH XyaHny, ynuua Li3toHbthaH, gom 81, BTOPO 3Tax,
KomHaTta 202, TpeTUin aTax

Ten.020-85295649 dakc: 020-85295797, BebcainT: wvvvv.yaflio.com

15x1000 302
20x1000 405
Nenkonnactbipb OMEGASOFT (OMEITACO®T) Ha WeKOBOW OCHOBe, Ha wWnye
Pasmep usgenusd, cm, gonyck £10% Macca nsgenusa, rpamm, gonyck +10%
1,25x500 7
3x500 15
5x500 23
7,5x500 34
10x500 46
1.25x914 13
2,5x914 32
5x914 63
7,5x914 95
10x914 125
Nelikonnactbelpb OMEGASOFT (OMETACO®T) Ha NONN3TUNEHOBOW OCHOBE, Ha
wnyne
Pasi\/nep nsgenuns, cm, gonyck +10% Macca n3genuns, rpamm, gonyck =10%
1.25x457 8
2.5x500 16
5x457 32
7.5x457 48
2.X500 15
3x500 19
5x500 36
7,5x500 52
1.25x914 15
2,5x914 31
5x914 62
7,5x914 93
10x914 123
Nenkonnacteipp OMEGASOFT (O.MEIFACO®T) Ha HeTKaHOIi OCHOBE, Ha wWnyne
Pasmep nsgenus, cMm, gonyck +£10% Macca n3genud, rpaMmm, fonyck £10%
2.5 x457 20
2x500 17
3x500 36
5x457 46
4x500 44
5x500 51
2.5 x914 46
5x914 92
7,5 x914 138
10x914 184
Nlelikonnactelpb OMEGASOFT (OMEITACO®T) Ha TKaHeBOW OCHOBE, Ha MHyNe
Pasmep mnsgenusa, cm, gonyck £10% Macca n3genus, rpamm, gonyck £10%
1.25x500 7
2,5x500 14
5x500 26
2.0x500 24
5.0x914 50
12
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Yafho Bio-Technology Co., Ltd (Adxo Buo-Texnononxu Ko., Jita)
Anpec: 510760, Kuraii, nposununa [yanayh, ropoa Iyaxukoy, pation Xyauny, yanua Lzlonsdan, aoMm 81, eropolt atax,
komuaTta 202, Tperuit sTax

Tes.020-85295649 ®akc: 020-85295797, BebeadiT: www.yafho.com

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

7,5%914 76
10x914 104
2.3.| Marepuan Haumenosanue | KoMnouewT { Marepnan 0CHOBbI, IMpouseoautens
Bl TeXHUYECKHE
MEIHUMHCK XBpaKTepPHCTHKH
oro Jetikonnacteipe | OcHoBa Herxanoe nonotHo (Mapka Junkie Nin wovens
H3aenus OMEGASOFT Spunlace (Cnannaiic)) Enterprise Co.,Ltd
(OMETACO®T TexHuueckne (000 NxauKu
) Ha HeTKaHO XapaKTEPUCTHKH: Herxaueuie
OCHOBe, B MHKpONOpHCTHIH HETKAHBIA npeaAnpuaTHR), Kutah
pyaoue MaTepHan, NIOTHOCTL (JunQi Nonwovens
maTepuana 50 r/m2 Enterprise Co., Lid,
Koapduunent nepememenna | Kurait
BAAXKHEIX HCNApEHWH
{MVTR) re menee 1300
r/m2/24 4,
IpouHocTs Ha OTCIaHBalNE
npy 180° H/25mm 6.8-8.5
Vposeub PH 5.5-7.2
Npounocts Ha paspuie 280%
JOoNnycTHMOE OTKNOHEHWE OT
YKa3aHHBIX NapaMeTpoB
+§0%.
Kneauwit | Tepmokneii (naumenosauue: | XEHKEJIb(HAMHA)
marepnan CHHTETHUECKNT Kayuyyk Ha UHBECTMEHT KO.,
(rinoannep | ocHose PSA, mapka JHC JTA, Kurail. (HENKEL
PeHHbBIR) (JLxu244Cn)) {CHINA)
INVESTMENT CO.,
LTD), Kuraii
3amuTHaA JBYXCTOPOHHSSA 000 Hankun baonyx
6ymara: cuankoHoBas Gymara i TMe#ina Co, Kurai,
Pa3beAMHEHHA, MapKa ! Nanjing Baolong Paper
ZLXZ (3e13nb3erHkc) Co. Ltd.
Kuraii
Jlelixomnacrer | OcHoBa [Monumepnan Cyanuxoy 0anaxun
pb (MoauyperanoBas nacHkKa, Mnactuk Mpoaakte
OMEGASOFT mapka TPU (TullulO))} Jita. (GUANGZHOU
(OMETACO® Texnuueckue YUANJUNPLASTIC
T) na XapaKTEePUCTUKH: PRODUCTS CO.,
NOJHMEPHOI IMonuyperadosas nnexka, LTD).
ocHoBe TONUKHA 25 MKM Kurail
Koadpuument nepemeuieHrs
BRAXKHBIX HCNAPEHH i
(MVTR)
605-800 r/m2/24 u.
lpousiocTs Ha OTCNAKBAHUE
npu 180° H/25mm 6-8
13



Yatho Bio-Technology Co., Ltd (S1dxo Buo-Texnonomku Ko.. Jita)

Aapec: 510760, Kurait, npoBunumsa ['yanayH, ropoa ['yanuxoy, pafion Xyaniy, yaiua Liziousdion, aom 81, sTopoii sTax,
komHara 202, TpeTHii atax

Ten.020-85295649 dakc: 020-85295797, BeGceaiit: www.yafho.com

VYposens pH: 6,6-6.7;
[MpounocTs Ha paspeis 400%
JlonycTMOe OTKNOHEHHE OT
yKa3aHHLIX NapaMeTpoB
+10%.
Kneswwui AKpunaTHbiii XEHKEJIb(HAMHA)
Matepuan (HanMeHOBaHHE: UHBECTMEHT KO.,
(runoannep | Akpunat PSA HaocHoBe JITA, Kuraii, (HENKEL
reHHbl) PpacTBOPHTENSA, MapKa (CHINA)
Acrylax (Akpuaakc)) INVESTMENT CO..
LTD).
3auHTHOE TepmonaacTHuHaR 000 Ykynwans bpus
NOKpLITHE NONKypeTaHOBas IUIEHKA, Hbto Marepuan.
mapka R&D (Apauain) Zongshan Breath New
Material Co. Ltd Kuraii
Jleiixonnactel | OcHoBa lleakoBas (MONOTHO W3
pb UCKYCCTBEHHOrO LUENKa, HANGZHOU
OMEGASOFT mapka bielastic (6uanactuk)) | YANGNUO TRADING
(OMETACO® TexHHueckHe CO.,LTD 000
T) na XapaKTEPHCTHKH: XAHYXOY AHHYO
11e/1IK0BO# MosnotHo u3 nckyccrsentoro | TOPFOBASA KO.,
OCHOBe, Ha weska, nnotHocTs 83rx3r/m | Kuraii
umny.re C 3Ur3aroobpasHbiM Kpaem
INpounocTb Ha oTcnanBaHHe
nps 180° H/25mm 3.5 H/em
JlonycTHMOE OTKJIOHEHHE OT
YKa3aHHLIX APAMETPOB
+10%.
Kneauwmuii Tepmokaneii (HaumeHosanne: | XEHKEN b(YAHHA)
marepuai CHHTETHYECKHIT KayuyK Ha HMHBECTMEHT KO.,
(runoamiep | ocnose PSA. mapka JHC JTH, Kuraii, (HENKEL
TreHHbIi) (Axu3ituCh)) (CHINA)
INVESTMENT CO.,
LTD), Kuraii
nyna MMonunponunen ZHEJIANG DEJIAEN
IMPORT & EXPORT
CO.LTD
YKIL35H DEJIAEN
HMITOPT KU
OKCIIOPT KO., ITA.
Kuraii
Jleiikonaactsl | OcHosa lMoanaTniIeHOBaR NiICHKA Cixi Lanxing Plastic
pb (mapka Novel (Hosan)) Industrial Co., Ltd..
OMEGASOFT TexHHueckue yanua Uunay,
(OMETACO® XapaKTepHCTHKH: NPOMBILLIEHHAA 30Ha
T) na NAOTHOCTb 65r£3r/m CuayH, ropoa Lisicu,
NOJHITH/ICHOB npquoch Ha OTCNaMBaHue Kuraii.
oii ocHoBe, Ha npu 180° H/25mm 3.8
wmnyae JonycTHMOe OTKNOHEHHUE OT
yKa3aHHbIX napamMeTpos
+10%.
14
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Yatho Bio-Technology Co., Ltd (¢xo Buo-Texnonomku Ko., Jita)
Aapec: 510760, Kuraii, npoBurums ['yauayw, ropont FyaHuxoy, paiton Xyvauny, ynuua Liziousdan, aom 81, sropoii rrax,

komHuara 202, Tperuii atax

Ten.020-85295649 Pake: 020-85295797, Bebeaiir: www.yafho.com
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Kneawp#i | AKpHnaTHbidA XEHKEJIb(YAFIHA)
Marepuan (HauMeHOBaHHE: HUHBECTMEHT KO.,
(runoannep | Axpunar PSA Ha ocHOBe NTA. Kuraii, (HENKEL
renHslit) P2CTBOPHUTENA, MApPKa (CHINA)
Acrylax (Axpunakc)) INVESTMENT CO.,
LTD).
Winyns Tlonunponuiex ZHEJIANG DEIIAEN
IMPORT & EXPORT
CO.LTD
WKIL3AH DEJNAEN
AMNOPT U
PKCNOPT KO, NTA.
KuTaii
JlefikonnacTel | OcHOBa Hetkanasa Hetkauoe nonotHo | HANGZHOU
[ (mapka Spunlace Cn YANGNUO
OMEGASOFT (Cnannaiic Cu3dn)) TRADING CO., LTD
(OMEIrACo® Aonycrumoe otknonenne ot | OO0 XAHWKOY
T) na yKa3aHHbBIX TapaMeTpoB AHHYO TOPFOBAA
HETKAHOMH +10%. KO., Kurait
OCHOBe, HR Kneauwu# Tepmokneh (HauMeHoBaHNE: XEHKEﬂb(‘IAﬁHA)
mnyne MAaTepHan CHHTETHUYECKHI KayUuyK Ha UHBECTMEHT KO.,
(runoannep | ocxose PSA, mapka JHC JNTA. Knrait, ( HENKEL
reHHsbi) (DxnIHuCn)) {CHINA)
INVESTMENT CO.,
LTD).
Ulnyna Monunponunew ZHEJNIANG DEMAEN
IMPORT & EXPORT
CO.LTD
WYWK3L3AH DEJIAEN
HMINOPT U
IKCMOPTKO., JITA.
Kuraii
JlelixonnacTel | OcHoBa Tkaxoe nonotHo (mapka E- Langxian Ruixing
pb cotton (H-xoTTOH))} Textile Co., Ltd.,
OMEGASOFT Texuuueckue WxyaHLYHb,
(OMEIr'ACO® XAPAKTEPUCTHKH: npoenHuna Cu,
T) Ha Tkanoe MOAOTHO - XJONOK nocenok 'yueHbHH,
TkaHesoii 100%, nnothocTsb 115rk5r yesa Lo, ropoa
OcHOBE, HA /m2 2 Kneesoe nokphLITHE Xaub2aHb, TPOBHHLINA
umyae 90r+5r /m2 X369, Kurait
flpouHocTe HA OTChaUBaAHHKE
npu 180° H/25mm 4,5
JonycTHMOE OTKAOHEHIHE OT
yKa3saHHbIX NapameTpos
+10%.
Kneswnit TepMokneii Ha OCHOBE BeijingGuanghui
MatepHan OKCHAA UNHKA century industry and
(runoainep | (HanmenoBaksue: Tepmokneii | Trade Co., Ltd
reHHbIi) ¢ unHk-okcuaom, mapka JHC | IexnHckas
ZO (TxudiuCr 3e10)) [TpoMbILieHHO-
15




Yatho Bio-Technology Co., Ltd (Adxo Bro-Texnonoaxw Ko., Jita)

Anapec: 510760, KuTali, nposuuums I"yauayw, ropoa Fyanuaxcoy, palion Xyauny, ynuua LisioHedau, aom 81, BTopoii arax,
xomuara 202, tperuit arax

Ten.020-85295649 ®axc: 020-85295797, Belcalir: www.yatho.com

TOProBas KOMN&HUA
seka [yanxys#i, 000
Kutah

Hinyns NMonunponuaex ZHEJIANG DEJIAEN
IMPORT & EXPORT
CO.LTD

Kutah

VYnaxkoeka Kapron Heamonoza Sdxo Brno-TekHONOAKH
(noTpeburrennck Kyxypy3ubiih kpaxman Ko., JIta

asn Aapec: Kuraii,
TpaHcnopTHas) T'yauayu, 510760
"'yanuxoy, patioH
Xyanny, IOu¢enr Poaa,
3-# arax (momeureHHe
81) 1 2-ii aTax
(momewenne 202)
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Yafho Bio-Technology Co., Ltd (Adxo Buo-TexHonoaxu Ko.. Jira)

Aapec: 510760, Kutaii, nposuHuua ['yanays, ropoa [yanwxoy, pailon Xyauny, yauua Lizionsthan, aom 81, sropoi srak,
xomHuara 202, TpeTuil srax

Ten.020-85295649 ®axc: 020-85295797, BebeatiT: www.yafhe.com

3. KoMm1eKTHOCTh

OAHO H3JenHe NOMELICHO B RHAKBNAYANLHYIO NOTPeGUTENbCKYI0 ynakosky. oTpeGurensckue
YNAKOBKH YJIOWKEHBI B KAPTOHHYIO KOPOOKY - B TPAHCNOPTHY IO Tapy.

YNakosouHbIe €AMHHIL TAKYIOTCS B KAPTOHHAIE KOPOGKH, KOTOpPbIE NpeAHasHAYeHb! AR NEPeBO30K
BCEMM THITAMH TPaHCMOpPTa.

MapkupoBKa NoTpedHTeNLCKONl ynakoskv

JleitkoNNacTeIph YNMAKOBLIBAIOT B MHAMBHAYANBHYIO NOTPEOUTENLCKYIO YIAKOBKY : KapTOHHBIE KOPOOKK
no I'OCT 7933. MapknpoBKka HAHOCHTCS NEYATHLIM CNOCOOOM HA YNAKOBKY M COLEPHKHT HH(OpMaunio
00 uzneanu. MNorpeburensckas ynakoska, TPAHCNOPTHASA CKPENNAIOTCA AYTEM B3aHMO3AUETUICRHR
KOHCTPYKL(HH.

4, MapKHpoBKa MEAHUHHCKOrO H3AEAHR

Pacwu¢poBka CHMBONOB, HRHECEHHbIX HA YIAKOBKY

Cumeon Onncanne
B
s
/.,L\ He fonyckaTs BO3ACHCTBUA CONHEMHOMO CBETa
T He ponyckats po3aeicTRUL BrAru
® 3anpeT Ha MOBTOPHOE MPHMEHEHHE
@ He ucnonb3oBaTh ApH NOBPEXKIEHUH YNAKOBKY H
o0paTHTLCA K MHCTPYKUKH 1O NPHMEHEHUIO

c 0197 CooTBercrayeT TpeGosanuam EC

LOT Koz naprun

E Hcnone3oBarts A0 ... (rr.MM.40)

JlaTa u3roToBneHUs

@ He coaepxur natekc

He crepunbHo

s
Jﬂr TemnepatypHeiii AnanazoH
w?C
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Yatho Bio-Technology Co.. Ltd (A¢xo Bno-Texnonoaxu Ko.. Jita)

Aapec: 510760. Kuraii, nposuHuus [yanayH, ropoa I'vautkoy. paiion Xyanny. ynuua Li3tonbdon, aom 81, BTopoii stax,

komHata 202, TpeTnii 3Tax
Ten.020-85295649 Paxc: 020-85295797, Bebeaiit: www.yatho.com

&

PAP

Marepuana ynakoBku roppHpoBaHHbIH KapTOH

5. Yka3aHua no 3KcnayaTauHH

5.1 | Mepsl Tonbko AN 0AHOPA30BOro Hcrnosb3oBaHus. [ToBTOpHOE MCnonb3OBaHIE
NPELOCTOPOKHOCTU M | 3aMpetleHo.
npeaynpexaeHus [Mpu noss;ieHuK paznpaxeHHs NPeKpaTUTe HCMONBL30BAHHE EHKON1aCTbIPA
1 obpaTuTech 3a KOHCY/IbTaUMER K Bpauy.
[Mocne vcnonb30BaHHA YTHAH3IUMPOBATHL B COOTBETCTBHU € YKa3aHHAMH 1O
YTHAK3ALUHUH.
He pekoMeHayeTcs, HaklenBaTh JEAKONIACTLIPL Ha FPA3HYIO H MOKPYIO
KOXY.
3anpeuaerca HCNOAb30BaTh NEHKONIACTLIPL 110CAE HCTEHEHHA CPOKa
roasocTu!
5.2 | Ycnosus JleiikonnacToips He TpedyeT OcCOObIX YCIOBHI Ans NpPUMEHEHHA.
3KCNAyaTauum Temneparypa B moMelieHHH J0:1xkHa ObiTb KOMQopTHOIH ana paboTbl
MeIHLHHCKOro NEpcoHana u nauleHTa
ot +10°C g0 +35°C; oTHOCHTENIbHAsA BAAXKHOCTL He Oonee 90%.
5.3 | Uncrpykuus no 1. [lpu HeoOxoaumoCcTH  (HMKCAUMH  NEPEBA3OYHLIX  CPEACTB,
IKCNIyaTauuH MEIHUHHCKUX YCTPOHCTB M KaTeTepoB HEOOX0IMMO pa3MOTaTh HYXKHYO
JUIHHY JeiiKonaacTeipa, OTpe3aTh MK OTOPBAThL H aKKYPATHO NPHKPENHTL
Kneiikoi CTOpOHOI Ha HocHTenb (Hanpumep, karetep, TpyOKy M T.1.)
CBoboaHble Kpas NpHXkaThL K OKpyxKalolleil 310poBoii KOXKe. 110C.1€ 4ero
HEOOX0AMMO MNPOBECTH MajiblaMi MO MNOBEPXHOCTH NS  AYULLEro
CUETIEHHS.
2. [Mpu nope3ax, oxorax. ccaalHax, OCTPbIX paHaX, PBaHbiX paHax nepea
NPUMEHEHHEM YHaCTOK KOXH 00a3aTenbHO HeoOX0a1MO oDes3apasnThb C
noMoLubio Ntoboro ya00HOro cnocoba u HaNOXKHTL MAPEBYIO NOAKNAAKY.
HEOOX0AHMO PA3MOTATh HYAKHYIO JUIHHY IEHKOIIACTBIPS. OTPE3aTh MK
OTOpBaTh U MAKCHMAIbHO NJAOTHO NPHKPENHTL MapieByIO NOAKNAIKY €
nomoiublo  nefikonnacteipa.  JlefikonaacThipb,  HAKJIEEHHbIT  HaA
06paboTaHHyi0 NOBEPXHOCTb, HE 1aCT BO3MOXHOCTH NPOHHKHOBEHWS
6akTepusM H MUKPOOPraHU3MaM B paHy.
5.4 | MakcumanbHas He 6onee 24 yacos.
JMTENLHOCTD
KOHTaKTa ¢ Koxeh
5.5 | Ceeaenns o JlefikonnacTbipb #BNAETCA MEAMUMHCKHM H3ZEIHEM  OJHOKpPATHOro
TEXHHYECKOM MPUMEHEHUA H HE NOUIEHUT TEXHHYECKOMY 00C 1Y KHBAHUIO.
o6cayKHBaHUH, SlBAseTCA HECTEPHIIbHBIM, CTEPHIN3ALMH, OHYKCTKE U JAe3MHPEKUHN He
cTepHan3auus, NOUIEKHT.
OYUCTKA,
JaesnHdexums
5.6 | Ykazauusano [TepepaboTky ¥ yTHAN3AUMIO HEUCNONB30BAHHBIX W3AENHIT, N0 HCTEUEHHH
YTHIH3AUKH CpOKa FOAHOCTH. NPOBO/IAT, B COOTBETCTBUH € TPeDOBAHHUAMH K OTXOAaM
k1acca A (Caullun 2.1.3684-21).
Ucnonb3oBaHHble H3AEIMA YTHAN3HPYIOTCA Kak oTxoAbl knacca b (Canllnn
2.1.3684-21).

18

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




Yafho Bio-Technology Co., Ltd (A¢pxo Buo-Texuonomkn Ko., Jita)

Aapec: 510760, Knraii, nposuruns 'yanayH, ropoa Tyanwdkoy, paiion Xyauny, yauua Lisiousthan, aom 81, sropoit stax,

konmuata 202, Tpetuit sTax
Ten.020-85295649 dakc: 020-85295797, Bebeaitt: www,yafho.com

6. Yc10BHA XpaHeHUS # TPAHCNIOPTHPOBAHHS

6.1

Yenosua xpaHeHua

JlefikonnacThipy AOMKHLI XPAHHTLCA B YNIAKOBKE TIPEANPHATHA -
M3rOTOBMTENA Ha CKNALAX B CYXOM, 3aLUMILEHROM OT oborpesareneit
MecTe,

Yenosua xpadeHna JnelikonnacTeipeii OTHoCHTENbHO JeHCTBHA
KNUMaTHYeCKHX (akTOpoB JOMKHLI OTBEYaTh rpynne ycnoBuh
xpanenna | no FOCT 15150:

- Temneparypa (5 - 40) “C;

- OTHOCHTEJIbHAR BRAXHOCTL A0 80 % npu Temnepatype 25 °C.

6.2

Yenosus
TPaHCNOPTHPOBAHNA

Tpancnopruposanne aciikonnacToipell OCYUECTRAETCA B YNAKOBKE
apousgoantens no INOCT 20 790 B KpuiThIX TPAHCMOPTHLIX
CPEeACTBAX M B KOHTEHHEpPaxX BCEMH BURAMW TpaHCnopTa B
COOTBETCTBHH C NPABHAAMU NEPEBO3KH, ASHCTBYIOIMMY HA AAHHOM
anie TpaHcnopra.

Yenosus TpPaHCNOpPTHPOBaHUs aelxonnactsipefl  OTHOCHTENBLHO
AcHCTBHA KNMMATHYECKHX (PAKTOPOB JONXKHbLI COOTBETCTBORATL
rpynne ycaosuit xpavenna 5 mo 'OCT 15150.

VYenosua tpancnoptuposxi: Temneparypa ot —!0°C ao +49°C;
OTHOCKTENbHAA RNIAXHOCTL ke Gonee 90%.

6.3

Kpurepuu
HENPHIOAHOCTH
MEAHLIMHCKOTO U3AETHA
Ana NpUMeHeH!A,
BO3BPAT MEAHUMHCKOrO
H3ACAHA

Ecau LenocTHOCTh YNAKOBKH NOBPEXACHA UK YNAKOBKA OTKPLITA,
U3AEAue AOMKHO GbITh HENPUIOAHBIM LUIA KCMOJIB3OBAHYA.

Jina BO3BpATA MNOBPENACHHOIO HIACTHA: BEPHHUTE MEIUUMHCKOE
M30EIHE 8 OPHIHHANBHON YNakoBKe C HOMEpOM napTud (nota),
CChLAKOM HA MOKYNKY H NPHYKHON BO3BpaTa.

3anpeIeHO HCOTL30BATH NO HCTEUEHNE CPOKA NONHOCTH

6.4

TpeboBanua no oxpaxe
OKpyKaloweH cpeant

JlaHHO® MEAUUMHCKOE H3JENHe NPH HCNONbL3OBAHHH, XPAHEHHH ©
TPAHCNOPTHPOBKE 5e30NacHO AR OKPYKaloLelt cpenbl.

7. Capautuitntie 00833 TeNbCTBa

ITpoussoaguTens fapaHTHPYET COOTBETCTBHE NOBA3KH AOKYMEHTALKNA NPOHIBOANUTENN NPH cobnoaeHnn

Mep NPEAOCTOPOKHOCTH M BRINOMHEHKY YCROBAH 3KCMNYaTALWH, XPAHEHHA U TPAHCOPTHPOBAHUA,

l"apanTulinbIil CPOK FOAHOCTH MOBA3KH — 5 NIET ¢ AaTHl APOU3BOACTBA,

8. Ilepevens NpUMEHAEMEIX APOH3BOAHTENEM (HINTOTOBHTENEM) MEAULIMHCKHX HIACANI CTAHAAPTOB

FOCT 31214-2016 HU3neaus meanuunckne. TpeGoBaHua Kk 0Opa3naM u A0KyMEHTaUUH,
MPEACTABNASMBIM HA TOKCHKONOTHYECKIE, CARHHTAPHO-XUMHYECKUE HCCASA0BAHNUA, CNILITAHKA Ha
CTEPHILHOCTD H MUPOreHHOCTS.

F'OCT 1SO 10993-5-2023 «HU3aeans Meauupnsckue. OueHka 6uonoruveckoro 2eiicTens MEAHLMHCKKX

winenuii. Hacrs 5. UccneaoBanns Ha LHTOTOKCHYHOCTS METOAAMH in Vitro»;

TOCT 1SO 10993-10-2023 «HU3znenua MmeanuuHekre. OueHka SHONOrMUEcKoro AeHCTBHA MEAVLIMHCKNX

u3neauit. YUacts 10. UccnenoraHna CeHCHOMNH3INPYIOWErO ACHCTBHRY,

TFOCT ISO 10993-12-2023 «H3neana MeanuurHckre. QueHka SNoNorH1eckoro ASHCTBHA MEANLIHHCKNX

usgenuii, Yacts 12, Orbop u noAroroska o0pasLios ana NPOBEAEHHA HCCICROBAHHIT
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Yafho Bio-Technology Co., Lid (f¢xo Buo-Texnonomxn Ko., Jita) .

Anpec: 510760, Kutah, nposuHuna 'yanayH, ropon I'yanuxoy, paiton Xyauny, yauua Lzionedau, zom 81, sTopoit aTax,
xomHava 202, Tpetult sTax

Ten.020-85295649 Mdakc: 020-85295797, Bebcaiir: www.yatho.com

TOCT P UCO 15223-1-2023 «Meauuunckne uzaeaus — CHMBOIbL, APHMEHAEMBIE PR MADKUPOBAHHM
KA MEJMLIWHCKHX HINEMHAX, HA ITUKETKAX H B CONPOBOAMTENbHOH AoKyMeHTauHK — YacTh |: Obuiune

TpeGoBanusay;

TFOCT P 53498-2019 «Hspenna MeAuMHCKHE MAACTHIPHOrO THNA. OfuiHe TexHuueckue TpeGoaanns.
MeToas! MenbITaHKUR»

OCT ISO 13485-2017 «HU3aenus Meaduuuckue, CHCTEMb] MEHEDKMEHTA xauecTea. TpeGoBaHus ans
uenefi perynuposaHna»

FOCT ISO 10993-1-2021 «HUsnenus meanuuHcxue. Ouenka GHONOrHYecKoro AecTeNg MEAHLIHHCKUX
uznenuii. Yacts 1 - Ouenka u HeeeA0BaHUA B NPOUECCe MEHESDKMEHTE PHCKa».

FOCT 1SO 10993-11-2021 «HU3aenus MeanuuHexkre. Ouernxa Guonorgueckoro geficTeua MeAHHHHCKHUX
nsaenuh. Yacre 11 - Uccnenosanus obLLETOKCHYECKOTO aeAcTBHS.

FOCT P 52770-2023 Hanenus meanuuuckue. CucreMa oueHky GHonoruyeckore aelicrsus, O6umue
TpeGoBaHua 6e20MacHOCTH

F"OCT ISO 14971-2021 MeruuuHckre naaenus NpuMeHeHue MEHEDKMEHTA PHCKA K MEAHLIMHCKHM
H3AENUAM
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MepeBof AaHHOrO "~KCTa cAenaH MHOM, nepeBogunkom CasanbCkuM Cepreem A/EKCEEBUUEM.

Poccuiickas ®epgepayusd
[opos MockBa
BocemMHaaLaToro okTabpsa ABe ThicAYM ABajLuaTb YeTBeEp
A, Kopcuk Mapua AnekcaHipoBHa, HoTapuyc ropoga MocKBbl, CBUAETENLCTBYIO MOAN

nognucu nepesogymka Casanbckoro Cepres Anekceesmnya.
Mopnuck chenaHa B MOEM MPUCYTCTBUMN.

JiInyHoCTb NognucasLIero 4OKYMEHT YCTaHOB/IEHaA.
3apermcTpMpoBaHo B peecTpe: N2139-H/77-2024-AN"Z X
YnnayeHo 3a coBexawmnaeanw wxanoHoro geictamna: 400 py6. 00 konm.

N

M.A. Kopcuk

Bcero npowHypoBaHo,
NPOHYMEPOBAHO M CKPENJIEHO MevyaTbio
38 nuct(axXps)
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