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1 Description of the medical device

Name ofthe medical
device

12 Versions
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Table 1

OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), in versions
(hereinafter referred to as the dressing)

1. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 5x7.2, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 5x7.2 -1 pc.

- Individual packaging with instructions printed on top - 1 pc.
2. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 5x8, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 5x8 - 1 pc.

- Individual packaging with instructions printed on top - 1 pc.
3. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 6x7, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 6x7 - 1pc,

- Individual packaging with instructions printed on top - 1 pc.
4. "OMEGASOFT PU polymer-based dressing
(OMEGASOFT PU)" size, cm: 6x10, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 6x10 -1 pc.

- Individual packaging with instructions printed on top - 1 pc.
5. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 8x10, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 8x10-1 pc.

~ Individual packaging with instructions printed on top - 1 pc.
6. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 9x10, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 9x10 - 1 pc.

- Individual packaging with instructions printed on top - 1pc.
7. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 9x15, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 9x15 -1 pc.

- Individual packaging with instructions printed on top - 1 pc.
8. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 10x20, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 10x20 -1 pc.

- Individual packaging with instructions printed on top - 1pc.
9. OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 10x25, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 10x25 -1 pc.

- Individual packaging with instructions printed on top - 1 pc.
10. OMEGASOFT PU polymer-based dressing
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Purpose ofthe medical
device

Scope ofthe medical
device

Information about
potential consumers of
a medical device
Indications for use

Contraindications
Possible side effects

Information about
restrictions on the
sharing of medical
devices
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(OMEGASOFT PU), size, cm: 10x30, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 10x30 - 1pc.

- Individual packaging with instructions printed on top - 1pc.
11. OMEGASOFT PU polymer-based dressing
(OMEGASOFT PU), size, cm: 10x35, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 10x35 -1 pc.

- Individual packaging with instructions printed on top - 1 pc.
12. OMEGASOFT PU polymer-based dressing
(OMEGASOFT PU), size, cm: 6x8, consisting of:

- OMEGASOFT PU polymer-based dressing (OMEGASOFT
PU), size, cm: 6x8 - 1 pc.

- Individual packaging with instructions printed on top - 1 pc.

The dressing is intended for closing superficial wounds, for
postoperative treatment of wounds, protection against
secondary infection, for fixing catheters on the skin surface.
The dressing is applied by medical personnel in clinical
conditions in medical institutions, and is also applied
independently at home.

- Patients after surgery

- patients with cuts, abrasions, acute wounds, lacerations,

- Patients who have undergone venipuncture

The use of a dressing is indicated for:

- the need to apply an absorbent dressing over the suture on the
postoperative wound;

- the need to fix medical devices and catheters;

- for cuts, burns, abrasions, acute wounds, lacerations.
Individual intolerance to materials

If the precautionary measures, instructions for use,
transportation and storage are -violated, the following side
effects are possible:

- Cross-contamination when reusing the dressing after another
person;

- Allergic reactions in case of individual intolerance to the
materials used in the manufacture of the dressing, or in case of
violation of the conditions of transportation / storage and
subsequent changes in the physicochemical properties of the
dressing;

- Contamination ofthe wound in case of repeated use or in case
of violation of the conditions of transportation / storage,
precautions and subsequent violation of the sterility of the
dressing.

There are no restrictions on the sharing of medical devices
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Potential risk class for
the use ofa medical
device

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

Authorized

representative ofthe
manufacturer in the
Russian Federation
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Yafho Bio - Technology Co., Ltd

Yafho Bio - Technology Co., Ltd

The address:

Second Floor Room 202 and Third floor No.81 Junfeng Rd,
Huangpu District Guangzhou 510760 Guangdong, China
Contact details: Allen Lu

Email the address : alien @ yafho . com

Tel. 86-13416187329

Limited Liability Company " Omegamed "

Abbreviated name of the enterprise: LLC " Omegamed "
Address: 620014, Sverdlovsk region, Yekaterinburg, Lenina
avenue, building 5b, office 6

Contact details:

+7 (343) 372-09-72

WWW. omegasoftrus.ru



2 Technical description of the medical device

The composition of
the medical device
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Table!

Version 1

Plaster - polymer-based dressing OMEGASOFT PU, dimensions,
cm: 5x7.2; 5x8; 6x7; 6x10; 8x10; 9x10; 9x15; 10x20; 10x25;
10x30; 10x35

Polymer (polyurethane) film

Absorbent pad (hereinafter referred to as the pad)
Protective paper

External protective polymer (polyurethane) layer

>N

A - dressing width
B - dressing length
a - pad width
b - pad length

Version 2:
Plaster - a dressing on a polymer basis OMEGASOFT PU, 6 cm x 8
cm

Polymer (polyurethane) film

Absorbent pad (hereinafter referred to as the pad)
Protective paper

External protective polymer (polyurethane) layer

BN

A - dressing width
B - dressing length
a - pad width
b - pad length



2.2 Overall dimensions
of the medical
device
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Version 1

Plaster - polymer-based dressing OMEGASOFT PU, dimensions,
cm: 5x7.2; 5x8; 6x7; 6x10; 8x10; 9x10; 9x15; 10x20; 10x25;
10x30;10x35

A - dressing width
B - dressing length
a - pad width

- 1
i | I |p i]- b - pad length

¢ - &

Dimensions
1 Dressing size A=5cm:  7.2cm,
pad sizea=3cm, b=4cm

2. Dressing size A=5 cm: B=8cm,
pad sizea=2.2cm, b =45 cm

3. Dressing size A=6 cm: B=7 cm,
pad sizea=3cm, b=4cm,

4. Dressing size A=6 cm, B= 10cm,
pad sizea=3cm,b=7cm,

5. Dressing size A=8cm, B=10cm
pad sizea=4cm, b=6.5cm,

6. Dressing size A=9cm, B=10cm
pad sizea=5cm, b=6cm,

7. Dressing size A=9cm, B=15cm,
pad sizea=5cm, b = 10 cm

8. Dressingsize A= 10cm, B=20cm,
pad sizea=5cm, b= 15cm

9. Dressingsize A= 10cm, B=25 cm,
pad sizea=5cm, b =20 cm,

10. Dressing size A= 10 cm, B=30 cm,
pad sizea=5cm, b=25cm

11. Dressing size A= 10 cm, B=35 cm,
pad sizea=5cm, b=30cm

Permissible deviation from the specified dimensions = 10%.
Version 2:

Plaster - a dressing on a polymer basis OMEGASOFT PU, 6 cm x 8
cm
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General description
of the main
functional elements

General description
of the medical
device

Information about
sterility
Information about
single use
Materials from
which the medical
device is made

Classification

according to
FOCT-P  53498-
2019

Completeness

w

Dimensions
Dressing size A= 6 cm, B=8cm,
pad sizea=2cm,b=2cm,

Permissible deviation from the specified dimensions is + 10%.

Sterile small narrow flexible strip on a polymer basis, coated on one
side with a self-adhesive layer and having an absorbent pad.

The rounded edges of the dressing prevent it from peeling off,
prolonging the stay of the dressing on the wound bed.

Absorbent pad - rectangular shape, covered with atraumatic mesh.

The dressing is hypoallergenic, does not cause skin irritation. The
dressing does not contain latex, materials of human or animal origin,
drugs, antimicrobial substances and does not have antimicrobial
properties.

Released without a doctor's prescription.

Sterile; ethylene oxide sterilization

The dressing is a single-use medical product

Basis: Polymeric (polyurethane) film.

Absorbent pad: 60% viscose, 40% terylene , covered with an
atraumatic polyethylene mesh.

Protective paper: Glassine.

External protective polymeric (polyurethane) layer: Polymeric
(polyurethane) film.

Glue: Acrylic glue.

Functional properties: fixing and protective

Purpose - fixing, therapeutic and prophylactic

Form - application in plates, polymer-based, with an adhesive layer,
with a functional pad, with a protective coating

The OMEGASOFT PU polymer-based dressing is supplied in the following composition:
Dressing
Individual packaging with instructions printed on top 1pc.
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4  Medical device packaging

4.1 Individual packing

Each dressing is packed in an individual sterile package.
Individual packaging material: Dialysis paper; Polyethylene composite film; Dye.

The product is sold in individual packaging. Inthe quantity confirmed by the customer, the product
is completed in group and transport packaging. The maximum number of products in group and
transport packaging is given in tables 4.5.

Material:

dialysis paper; the brand is not applied; density 70 mg/m2;

Polyethylene composite film; the brand is not applied; density 100 g/m2;
Permissible deviation from the specified parameters is £10%.

Dye: the brand is not applied; manufacturer Ningbo Ltd. jianxiang Packing Material Technology".
Manufacturer: Yafho LLC Bio Technology Co., Ltd., China.

Overall dimensions and weight of individual packaging are given in table 3.

Dressing size, cm

Overall dimensions of individual
packaging, cm, £10%

Table 3

Weight, g, £10%

Plaster - polymer-based dressing OMEGASOFT PU, dimensions, cm: 5x7.2; 5x8; 6x7; 6x10;

5x7.2
5x8
6x7
6x10
8x10
9x10
9x15
10x20
10x25
10x30
10x35

6Xx8

8x10; 9x10;9x15; 10x20; 10x25; 10x30; 10x35
12x9

13x9

12x9

15x9

15x12
15x12
20x12
25x12.8
30x12,8
35x12.8
40x12.8

Plaster - polymer-based dressing OMEGASOFT PU,

6cmx 8cm
13x9
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2.2
2.0
21
3.0
4.0
45
71
10.0
125
15.0
175
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Il



Group packaging

Dressings in individual packaging are placed in group packaging in the amount in accordance with

table 4.

Dressing size, cm

Table 4

Number of products inagroup ~ Maximum Number of products

package, pcs. in transport packaging, pcs.
Plaster - polymer-based dtmessing OMEGASOFT PU, dimensions, cm: 5x7.2; 5x8; 6x7; 6x10;

8x1 0; 9x10; 9x15; 10x20; 10x25; 10x30; 10x35

5x7.2 one hundred
5x8 one hundred
6X7 one hundred
6x10 50
8x10 thirty
9x10 thirty
9x15 thirty
10x20 25
10x25 25
10x30 25
10x35 25
Piaster - polymer-based dressing OMEGASOFT PU,
6cmx 8cm
6x8 one hundred

Group packaging material: White cardboard; Dye.
4.2  Transport packaging

2000
2000
2000
1000
720
720
720
450
450
450
450

2400

Dressings in a group package are placed in a transport package in the amount in accordance with

Tables.

Transport packaging material: reinforced multilayer corrugated cardboard; Dye.

5 Information about the sterilization of a medical device »

Sterilization is carried out with ethylene oxide in accordance with the requirements ofGB 18279.1.

Sterilization parameters are shown in Table 5.

Table 5
L Temperature Pressure .
Sterilization Sterilization ) . Ethylene oxide
Humidity Prevacuum ) maintenance maintenance )
temperature duration . . concentration
time time
+54+4°C 30%-85% -70kPa 480 min 60 min 5-10 min 0.6 kg/m
6 Operating instructions
Table 6
1 Precautions and 1. Single use only. Reuse is prohibited.
Warnings 2. Do not use ifany signs of packaging damage are visible. Dressing

in intact packaging is sterile for 3 years.
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3. Ifirritation occurs, discontinue use ofthe dressing and seek medical
advice.
4. After use, dispose ofthe dressing in accordance with the disposal
instructions.

Operating conditions  Dressing operating conditions: temperature from +10°C to +35°C;
relative humidity is not more than 90%.

User manual Step 1: Before applying the dressing, make sure the skin around the
wound is clean and dry after cleaning with an antiseptic liquid. Open
the package and take the dressing out ofthe package.

Step 2: Remove the protective paper backing from the dressing,
exposing the sticky surface.

Step 3: Apply a dressing to the wound, pressing the absorbent pad from
the center to the edges. Press down on the rest ofthe dressing to ensure
full and comfortable contact with the skin without wrinkling.

Maximum duration Prolonged contact (up to 72 hours) with intact skin and wound surface
of skin contact

10
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5 Maintenance The dressing is a single-use medical device and is not subject to
Information maintenance.
6 Disposal instructions Recycling and disposal of unused products, after the expiration date, is
carried out in accordance with the requirements for class A waste
(CanlNuH 2.1.3684-21).
Used products are disposed ofas class B waste (CaHlNnH 2.1.3684-21),

1 Storage and transportation conditions

Table 7

Storage conditions Store in transport packaging at temperatures from +10°C to +35°C;
relative humidity not more than 90% in a dry place, protected from
direct sunlight, away from heat sources.

Transportation Transportation is carried out in transport packaging by all means of

conditions transport in covered vehicles in accordance with the rules for the
carriage of goods in force for this type of transport.

Transportation conditions: Temperature from -10 °Cto +49°C; relative
humidity is not more than 90%.

8 Warranty

The manufacturer guarantees that the dressing complies with the manufacturer's documentation,
subject to the precautions and the conditions of operation, storage and transportation.

I'ne dressing has a warranty period of 3 years from the date of manufacture. The production date
is the same as the sterilization date.

Questions about the quality of dressings are accepted by an authorized representative of the
manufacturer:

Omegamed Limited Liability Company (Omegamed LLC)

Abbreviated name of the enterprise: Omegamed LLC

Address: 620014, Sverdlovsk region, Yekaterinburg, Lenina avenue, building 5b, office 6
Contact details:

Phone:+7 (343)372-09-72

Email: www. omegasoftrus .ru

ATTENTION! Ifan undesirable event occurs during the use of dressings, which has signs of an
adverse event (incident), it is necessary to send a message about this event to an authorized
representative of the manufacturer.

9 List of foreign standards used by the manufacturer (manufacturer) of medical
devices

GB 18279.1-2015 "Sterilization of healthcare products - Ethylene oxide - Part 1: Requirements for
the development, validation and routine control of sterilization for medical devices";

ISO 11135:2014 "Sterilization of healthcare products - Ethylene oxide - Part 1: Requirements for
the development, validation and routine control of a sterilization process for medical devices"”;

11
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ISO 15223-1:2016 "Medical devices - Symbols used for marking on medical devices, on labels
and in accompanying documentation - Part 1. General requirements";

EN 556-1:2001 Sterilization of medical devices. Requirements for medical products ofthe "sterile™
category. Part 1 Requirements for the sterilization of packaged medical devices”;

EN 556-2:2015 Sterilization of medical devices. Requirements for medical products ofthe "sterile™
category. Part 2. Requirements for medical devices manufactured under aseptic production
conditions”;

ISO 11607-1:2019 "Packaging of medical devices subject to terminal sterilization - Part I:
Requirements for materials, sterile barrier systems and packaging systems";

ISO 11607-2:2019 "Packaging of terminally sterilized medical devices - Part 2: Requirements for
the validation of forming, packaging and assembly processes";

ISO 14971:2019 "Medical devices - Application of risk management to medical devices™;

ISO 13485:2016 "Medical devices - Quality management systems - Regulatory requirements".
FOCT R 53498-2019 *“Patch type medical products. General technical requirements. Test
Methods»

FOCT EN ISO 11737-1-2006 Sterilization of medical products, microbiological methods. Part 1
Determination of the population of microorganisms on products.

12
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APPENDIX A

Deciphering the symbols used in marking

Symbol

-1C.

(%)
1A
V.>
[sterile |eo
AN0197

[t o t |

\nAnr
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Description

Avoid exposure to sunlight

Keep away from moisture

Reuse prohibited

Do not use if packaging is damaged

Latex free

Ethylene oxide sterilization

EU Compliant

Batch code

Use until ... (yy.mm.dd)

Date of manufacture

13
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MepeBof C KNTANCKOro/aHI TMIACKOTO S3bIKOB Ha PYCCKUIA S3bIK.

CBNWAETEJIBCTBO

[Norotun/: Kutaicknii KOMUTET COAENCTBUSA PasBUTUIO MeXayHapoaHoi Toprosin (CCPIT)

KuTalickuii KOMUTET COAENCTBMA PasBUTUIO MEXKAYHAPOAHO TOProB/n ABMSETCA
ToproBo-NpoMbILLISIEHHOR NanaTtoii Kntas
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KnTacKnin KOMUTET COAENCTBUS Pa3BUTUHO MEXOYHAPOAHON TOProsn
Toproeo-npombliLLneHHas nanara Kuras

1r4
00

ocC
go /QR-kopn/
CBuaeTenscTeo

Ne224401A0/001230

HACTOALLMM MOATBEPXOAETCH, UTO: neyats Agxo buo-TekHonoromku Ko., ta. (Yafho Bio-
Technology Co., Ltd) Ha npunaraemom AOKYMeHTe SBASETCA MOANHHOIA.

/OTTUCK nevaTw/: KuTalickuiA ~ KOMWUTET  COLEWCTBMA  Pa3BUTUMIO
CepTutukaums MEX/yHapoLHOI TOProB/n
CCPIT /Mopnuce!

/Mevars/:

KuTaiickniA ~ KOMWUTET  COAENCTBMA  PasBUTULD
MEXAyHapOLHOV TOProBun

Ceptugmkauns

CCPIT

Mognuck ynonHoMo4eHHoro nnua: Jlio Csoxyai
(Oata: 24 mapta 2022 r.)

Beb-caiT g9 NnpoBepKn NOAIMHHOCTY cBUaeTenbCTBa: http://www.rzccpit.com/validate.html
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YTBEPXOAKO

MeHepa/ibHbIN AUpPeKTOop
Adxo buo-TexHonomkn Ko., Jitg (Yafho Bio-Technology Co., Ltd)
XaHbMWH Ma

«01» cpeBpasia 2021 r.

/OBanibHas nevatb/: Apxo brno-TexHonomxku Ko., J1tg
(Yafho Bio-Technology Co., Ltd)

ITlodnuchbl

M.IM.

NMHCTPYKUWMA MO NMPUMEHEHUIO

MEOAVNUMNHCKOI O N3AETNA

MnacTbipb-N0OBA3Ka Ha I'IO]'II/IMepH0|7| OCHOBE

OMEGASOFTPU (OMETACO®TIY)

2021

& 000 LHPMY [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



OIrNABNEHWME
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4  YnakoBKa MegMLUHCKOro nsgenus 9
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7  YcnoBuA XpaHeHUA U TNaHCnonTUpoBaHUA 12
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PaclunpoBka NpUMeHsieMbIX B MapK/pOBKe CMBO/IOB 14
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1 OnucaHue MeAULIMHCKOTO U3aenuns

11 HawmmeHoBaHuUe
MeONLMHCKOro n3genns

2 BapVIaHTbI NCMNONHEHNA
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Tabnuua 1

«lMnacTblpb-NnoBsA3Ka Ha NonMmepHoin ocHoee OMEGASOFT
PU (OMEITACO®T MY)», B BapnaHTax UCMNoJIHeHUA
(manee nNo TeKCTYy — MoOBA3Ka)

L «lnacTblpb-noBsA3Ka Ha NnonMMepHONM OCHOBe
OMEGASOFT PU (OMEFACO®T MY)», pasmep, ctM: 5x7,2,
B COCTaBe:

- MnacTbipb-NoBA3Ka Ha NoNMMepHoin ocHoee OMEGASOFT
PU (OMEIFACO®T 1Y), pasmep, cM: 5x7,2 — 1T

- WHpuBmpgyanbHas ynakoBka C HaHECEHHOM  CBepxy
WHCTPYKLUMen — 1 wr.

2. «[lnacTblpb-noBa3Ka Ha NoNNMEPHON OCHOBe
OMEGASOFT PU (OMETACO®T IY)», paamep, cMm: 5x8, B
cocTaBe:

- MnacTbipb-NoBs3Ka Ha NoNMMepHoin ocHoee OMEGASOFT
PU (OMEIFrACO®T I1Y), pa3mep, cMm: 5x8 — 1 wrT.

- WHpuBmpayanbHas ynakoBka C HAHECEHHON  CBepXy
NHCTPYKUunen — 1wr.

3. «MnacTblpb-NnoBsA3ka  Ha  MOJMMEPHOM ocHoBe
OMEGASOFT PU (OMEIFACO®T MY)», pasmep, cMm: 6X7, B
cocTaBe:

- MnacTblipb-NoBA3Ka Ha nonumepHoi ocHoe OMEGASOFT
PU (OMEIACO®T I1Y), pa3mep, cM: 6X7 — 1 wwrT.

- WHpuBmpyanbHas ynakoBKa C HaHECeHHOM  CBepxy
MHCTPYKUMen — 1 wr.

4. «[nacTbipb-nNoBA3Ka Ha  NOAMMEPHOWA OCHOBe
OMEGASOFT PU (OMETACO®T IMY)», pa3mep, cm: 6x10,
B COCTaBe:

- «MnacTbipb-noBA3Ka Ha NnonnumepHoin ocHoe OMEGASOFT
PU (OMEIACO®T MY)», pa3mep, cm: 6x10 — 1wT.

- WHpuBmayanbHas ynakoBKa C HaHeCeHHOW cBepxy
MHCTPYKLMen — 1 wT.

5. «lMnacTblpb-NnoBsi3ka Ha  NOJIMMEPHON  OCHOBE
OMEGASOFT PU (OMETACO®T IMY)», pasmep, cm: 8x10,
B COCTaBe:

- MnacTblpb-noBsa3Ka Ha nonnumepHo ocHoe OMEGASOFT
PU (OMEIACO®T MNY), pa3mep, cm: 8x10 — 1 wr.

“ NHamBuayanbHas ynakoBka €  HaHECEHHOW  CBepxy
NHCTpYKUMen — 1T,

6. «[lnacTblpb-noBa3ka Ha NOJSIMMEPHOA  OCHOBe
OMEGASOFT PU (OMEIFTACO®T MY)», pasmep, cm: 9x10,
B COCTaBe:

- MnacTbipb-NoBsi3ka Ha NonnmMepHoin ocHoe OMEGASOFT
PU (OMEIACO®T MNY), pa3mep, cm: 9x10 — 1 wr.

- VHpguBmnpyanbHas ynakoBka C  HAHECEHHOW  CBepxy
NHCTPYKUKnen — 1 wr.




1.3 Ha3HauyeHue
MeOMLMHCKOro nsaenuns

14 O6nacTb NPUMeEHEHUS
MeLULWHCKOro n3genuns
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7. «MnacTblpb-NnoBA3ka  Ha  MOAUMEPHOW  OCHOBE
OMEGASOFT PU (OMEIACO®T T1Y)», pa3mep, cm: 9x15,
B COCTaBe:

- MnacTbipb-noBsA3Ka Ha nonumepHoli ocHoBe OMEGASOFT
PU (OMEIACO®T MNY), pa3mep, cm: 9x15 — 1 wr.

- WHpuBupayanbHas ynakoBKa C HaHeCeHHOW  CBepxy
MHCTPYKumnen — 1wr.

8. «lMnacTbipb-noBsi3Ka Ha NONMMEPHOM  OCHOBE
OMEGASOFT PU (OMETACO®T MY)», pasmep, cMm: 10x20,
B COCTaBe:

- MnacTbipb-noBs3Ka Ha NofuMepHoin ocHoe OMEGASOFT
PU (OMEIFACO®T MY), pasmep, cM: 10x20 — 1 wT.

- WNHpuBmpyanbHas ynakoBKa C HaHECEHHOW  CBepxy
NHCTPYKUWein — 1 wr.

9. «lMnacTbipb-noBs3Ka Ha NMONUMEPHOWA  OCHOBE
OMEGASOFT PU (OMETFACO®T MY)», pasmep, cM: 10x25,
B COCTaBe:

- MnacTbipb-noBA3Ka Ha nonumepHoi ocHoe OMEGASOFT
PU (OMEIFACO®T IY), pasmep, cM: 10x25 — 1 wT.

- WHavBupyanbHas ynakoBka C  HAHECEHHOW CBepxy
NHCTPYKumnein — 1 wr.

10. «[nacTblpb-noBsa3Ka Ha MONMMEPHOMA  OCHOBE
OMEGASOFT PU (OMETACO®T MY)», pasmep, cm: 10x30,
B COCTaBe:

- MnacTbipb-NoBsa3Ka Ha NonMmepHoli ocHoee OMEGASOFT
PU (OMEIFACO®T IMY), pasmep, cMm: 10x30 — 1 wT.

- WNHpguBmpyanbHas ynakoBka C HaHECEHHOW CBepxy
WHCTPYKLUMen — 1wT.

11. «lnacTbipb-noBsa3Ka Ha NONUMEPHONW  OCHOBE
OMEGASOFT PU (OMEIFACO®T MY)», pasmep, cM: 10x35,
B COCTaBe:

- MnacTbipb-noBa3Ka Ha NonumepHoi ocHoe OMEGASOFT
PU (OMEIFACO®T MY), pasmep, cm: 10x35 — 1wrT.

- VHpuBmpyanbHas ynakoBKa C  HAHECEHHOW  CBepxy
WHCTPYKLUMen — 1 wr.

12. «[lnacTblpb-noBa3Ka Ha NOSIMMEPHOM  OCHOBE
OMEGASOFT PU (OMETFACO®T IMY)», pa3mep, cM: 6x8, B
cocTaBe:

- nacTbipb-NoBsA3Ka Ha NonMmepHoli ocHoee OMEGASOFT

PU (OMEFACO®T MY), pasmep, cM: 6x8 — 1.

- WugmenpyanbHas ynakoBKa C HAHECEHHON  CBepxy
NHCTPYKUMen — 1 wr.
MoBsi3Kka NpefgHa3Ha4yeHa AN1a 3aKpbITUS MOBEPXHOCTHbLIX paH,

ANs  nocneonepayuoHHOM 06paboTKM  paH, 3aluTbl  OT
BTOPUYHON MHAEKUUN, ANS UKCALUM HA NMOBEPXHOCTU KOXN
KaTeTepos.

MoBs3ka MpUMeHseTCd  MeAWLUHCKUM  NepcoHanom B
KNUHWUYECKUX YCNOBUAX B MEANLMHCKUX YUpexmaeHusx, a
TaKXe MPUMeHsEeTCA CaMOCTOATE/IbHO B IOMALLIHNX YCNOBUSX.
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111
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WHhopmauma O
NnoTeHLMaNbHbIX
notpebuTenax
MeAULUHCKOr0 n3genns

lNMoka3aHus K
NPUMeHEHNS

lMpoTuBOMNOKa3aHuA

B03MOXHble MOOGOYHbIE
ahheKThl

WHhopmayma o6
OrpaHnyeHnax no
COBMECTHOMY
NCNO/Ib30BaHUIO
MeAULNHCKUX U3genni
Knacc noteHUManbLHOro
pycKa NpUMeHeHNs
MeAULMHCKOro n3aenus
Pa3paboTumk
MeANLUHCKOro n3genus
MpoussoguTens u
MecTO NMpOoM3BOACTBA
MeANLMHCKOro nu3genns
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-NauneHThbI nocne nepeHeceHHbIX OnepaTMBHbIX
BMeLLaTeNbCTB,
-nayMeHTbl, MMeloLne nopesbl, CCaAWHbI, OCTPble paHbl,

pBaHble paHbl,
- NaLueHTbl, KOTOPbIM cAenaHa BEHENYHKLUA

MprMeHeHMe NOBA3KM MOKasaHo MNpu:

- Heob6X0AMMOCTU HanoXeHus abcopoupytoLleil MNOBS3KM
MoBepx LWBa Ha MocneonepayoHHONM paHe;

- HeobxogumocTh uKcaumm MeaULUHCKUX YCTPONCTB MU
KaTeTepos;

- MpU nopesax, 0Xorax, CCagmHax, OCTPbIX paHax, pBaHbIX
paHax.

NHanBmayanbHas HenepeHOCUMOCTb MaTepunanos

Mpn HapylweHUn Mep NPeaoCcTOPOXHOCTW, YKasaHuii no
aKcnnayaTayMu, TPaHCMOPTUPOBAHUM N XPAHEHUU BO3MOXHbI
cnegytowue noboyHble IPPEKThI:

- MepeKkpecTHOE 3apaXKeHne Mpu NOBTOPHOM WMCMO/b30BaHUM
MOBA3KW MOC/e APYroro YenoBeka,;

- ANnepruyeckme peakuumm B CAyvyae WHAWBMAYaNbHOW
HenepeHOCUMOCTH mMaTepunanos, NCNONb3yeMblX npu
N3roTOBNEHUN NOBSA3KW, UM B CNy4vae HapyLUeHWUS YCNOBWUiA
TpaHCNOPTUPOBaHMA/XpPaHEHUS U NOCNeAYIOLEro N3MeHeHUs
(hM3NKO-XUMMNYECKNX CBONCTB NOBA3KMN;

- KoHTamuHaumsa paHbl B cnyyae NOBTOPHOIO MCMO/b30BaHMUS
WM B Clydyae HapyLleHWs YCNOBMI TpaHCNOPTUPOBaHMA/

XpaHeHus,, Mep MpPegoCTOPOXHOCTM U NOC/NEeAYHOLLEro
HapYLUEHWUS CTEPUILHOCTMN NOBSA3KN.
OrpaHuyeHus no COBMECTHOMY CMOMb30BaHUNIO

MEeANLMHCKUX U3LeNnii 0TCYTCTBYHOT

2a

Apxo buo-TexHonogxu Ko., JiTa (Yafho Bio-Technology Co.,
Ltd)

Apxo buo-TexHonomxu Ko., 1tg (Yafho Bio-Technology Co.,
Ltd)

Agpec:

510760, Kutaii, npoB. l'yaHAayH, I. FyaHYKoy, p-H XyaHny, y.
LI3toHb(3H, AoM 81, BTOPOI 3TaX, KOMHaTa 202, TpeTuii aTax
(Second Floor Room 202 and Third floor No.81 Junfeng Rd,
Huangpu District Guangzhou 510760 Guangdong, China)

KoHTakTHble faHHble: AnneH Sy (Allen Lu)
an. agpec: allen@yafho.com
Ten. 86-13416187329



1.13 ¥YNONHOMOYEHHbI O6LecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «OMerames»
npeacTaBuTeNb CoKpaueHHoe HauMeHOBaHMne npegnpuaTunA:

nponssoanTens s P 000 «Omeramepn»
Apfpec: 620014, Csepgnosckasa o6nactb, . EkaTepuHOypr,

np. /leHuHa, a. 56, otuc 6
KOHTaKTHble faHHble:
+7 (343) 372-09-72

www.omegasoftrus.ru
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2 TexHu4yeckoe ornmcaHune MeauLMHCKOro nsaenms

Tabnuua 2
2.1 Cocras BapuaHT ncnosHeHnsa 1:
MeANLMHCKOTO MnacTblpb-NoBs3Ka Ha NofiMMepHoin ocHoee OMEGASOFT PU
n3genus (OMEIFACO®T IMY), pasmepsbl, cMm: 5x7,2; 5x8; 6x7; 6x10; 8x10;

9x10;9x15:10%x20; 10x25; 10x30; 10x35

MonumepHas (nNonmypeTaHoBas) NnieHka

BnuTbiBatowas nogyLieyka (ganee no TeKCTy — MoAyLLEeYKa)
3almnTHas bymara

BHeLWHWI 3aNUTHBIA NONMMEPHbINA (NOIMYpPeTaHOBLIN) CNoi

WD

A — LINPUHA MOBA3KM

B — AnMHa NoBA3KK

a — LUNPUHA NOAYLLEYKN
b— AnnHa nogyeykm

BapuaHT ucnonHenus 2;
MnacTbipb-NOBA3Ka Ha nonumepHoin ocHoBe OMEGASOFT PU
(OMETACO®T MY), 6 cm X8 cm

< B >

MonnmepHas (NonnypeTaHoBas) NjeHKa

BnuTbiBatowwan nogyweyka (ganee no TeKCTy — NOAYLLEYKaA)
3almnTHas bymara

BHeLLIHWI 3aWWUTHBIA NONUMEPHbIA (NONNYPETAHOBbIA) Coi

A wbdp

A — WMpUHa NOBA3KM

B — AnvHa nosA3ku

a — LUNPMHA NOAYLLEYKN
b— AnnHa nogyLleyku
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2.2 TabapuTHble BapuaHT ncnosHeHmnsa 1

pasmMepbl MnacTbipb-noBsA3Ka Ha nofMMmepHoi ocHoee OMEGASOFT PU
MeANLMHCKOr o (OMEIFACO®T MY), pasmepsl, cM: 5x7,2; 5x8; 6x7; 6x10; 8x10;
n3genus 9x10;9x15; 10x20; 10x25; 10x30; 10x35

A — WWNPUHA NOBA3KM

B — AnvHa noBA3Ku
a— LUMPMHA NOAYLIEYKN
b— ANVHA NOAYLWEeYKN

Pasmepsl
1. Pa3mep nosaskn A =5cm: B =7,2 cwm,
pasmep nogyweykn a=3 cm,b=4cm

2. Pa3smep nosasku A =5cm: B = 8 cm,
pasmep nogyweykn a=2,2 cMm, b=4,5cm

3. Pa3mep nosasku A =6 cMm: B = 7 cm,
pasmep nogyweykn a=3 cm, b =4 cm,

4. Pasmep noeaskn A =6 cm, B = 10 cm,
pa3mep nogyLieykn a =3 cM, b =7 cm,

5. Pasmep nossisku A =8 cm, B = 1o cm
pasmep nogyweykm a =4 cm, b= 6,5 cm,

6. Pa3swvep nossaskn A =9 cm, B= 10cm
pa3mep nogyweykn a=5cMm, b= 6 cm,

7. Pasmep noBsizkm A =9 cMm, B = 15 cm,
pa3smep nofayleykn a=5cm, b= 10 cm

8. Pasmep noesskn A = 1o cm, B = 20 cm,
pas3Mep nogyweykm a=5c¢cM, b= 15cm

9. Pasmep nosaskn A = 1o cm, B = 25 cwm,
pa3smep nogyweykn a =o cMm, b = 20 cm,

10. Pasmep nossaskn A = 10 cm, B = 30 cm,
pasmep nogyLueykn a =5cm, b = 25 cm

11. Pasmep nossizkn A =10 cm, B = 35 cm,
pasmep nogyleykm a=5cm, b= 30 cm

JonycTumoe O0TKNOHEHUE OT yKasaHHbIX pa3mepos: 10 %.
BapuaHT ncnosHeHus 2:

MnacTbipb-noBa3Ka Ha nonumepHoli ocHoBe OMEGASOFT PU
(OMEIFACO®T MY), 6 cm X8 cm
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2.3

2.4

2.5

2.6

2.7

2.8

O6lLee onucaHue
OCHOBHbIX
(hYHKLMOHANbHbIX
3/1EMEHTOB

O6buwee onucaHune
MeANLNHCKOr0
n3genuns

CsefieHusa o
CTEpPUSILHOCTH
CepaeHus 06
OLHOKpaTHOCTH
NpUMeHeHns
Martepuansbl, 13
KOTOPbIX
N3roTOB/IEHO
MeaULNHCKOe
nsgenne

Knaccudukauus no
FTOCT P 53498-
2019

Pasmepbl
Pasmep noBaskn A = 6 cm, B = 8 ¢cm,
pasmep nogyleykn a=2 cMm, b= 2 cm.

[lonycTMOoe OTKNOHEHME OT YKazaHHbIX pa3mepoB: +10 %.

CTepunbHas Hebonblias y3kas ruMb6kas Mofiocka Ha MoaMMepHoi
OCHOBE, MOKpbITAass C OAHOW CTOPOHbI CAaMOKNEAWMUMCS C/IOeM U
MMetoLLas BMMTbIBAIOLLYIO MOAYLLEYKY.

3aKpyrneHHble Kpas MOBSI3KM MpPeAoTBpallaldT ee OTK/euBaHue,
MPONOHIUPYS Hax0X/AeHWe NOBA3KM Ha PAaHEBOM /IOXE.
BnuTbiBalowas nogyweyka — MpsaMoOyronbHON (opMbl, MOKpPbITa

aTtpaBMaTU4YHOW CETKOMN.

MoBsi3Ka ABNAETCA TMMNOanIepreHHon, He BbI3blBAeT pasgparkeHus
KOXu. ToBfA3Ka He COLEPXMUT naTekc, matepuasbl YeN0BEYECKOrO
WM XKMBOTHOTO MPOUCXOXAEHUA, JIeKapCTBEHHble CPeAcTBa,
NPOTUBOMUKPOOHbIE BeLlecTBa U He 06nafaeT aHTUMMKPOOHbLIMU
CBOMCTBaMM.

OTnyckaeTtca 6e3 peuenTa Bpaya.

CTepu/ibHO; CTepuamn3auma OKCUAOM 3TUNeHa

lNMoBAska ABnseTCA
NMPUMEHEHNA

MeOULUNHCKNUM n3gennem OAHOKpPaTHOro

OcHoBa: MNonumepHas (NonnypetaHoBas) NneHKa.

BnutbiBatowaa nogyweyka: 60% Buckosa, 40% TepuneH, nokKpbiTa
aTpaBMaTUYHON CETKON M3 NONNITUNEHA.

3almnTHas bymara: MNepramuH.

BHEWHNA 3alWUTHbIA  NOMIMMEPHbIA
MonvmMepHasa (nonuypeTtaHoBas) NieHKa.

(nonnypeTaHoBbI)  CNOM:

Kneit: AKpnnoBblil KNe.

®YHKLMOHaNbHbIE CBOWCTBA: DMKCUPYIOLLEE W 3aLLUTHOE
HasHaueHue — (mKcupytollee, ne4ebHO-NPOGUNaKTMUYecKoe
dopma — annanKauMoHHas B NaacTMHaX, Ha MOSIMMEPHOI OCHOBE,
C KNeeBbIM CNOEM, C (DYHKLIMOHANbHOW NOAYLIEeYKO, C 3alUTHbIM
MOKPbITUEM
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3  KoMnNMIeKTHOCTb

MnacTblpb-noBsi3ka Ha nNonuMepHoin ocHoBe OMEGASOFT PU (OMEFACO®T nYy)
nocTaBffeTca B C/iefyHOLLEM COCTaBe:

[MoBA3Ka 1wrt.;
VHanBmAayanbHas ynakoBka ¢ HAaHECEHHOW CBEPXY UHCTPYKLmel 1wr.

4  YnakoBKa MeVULMHCKOrO M3aenns

4.1 MHanBuayanbHaa ynakoBKa

Kaxgas noBs3ka ynakoBaHa B MHANBUAYaNbHYIO CTEPU/IbHYIO YMaKOBKY.

Martepvian MHANBMAYaNbHON YNakoBKW: Auanu3Hasa bymara; MonnatuneHosass KOMOGMHUPOBaHHasA
nneHka; Kpacutens.

W3penne peanusyetca B WHAUBMAYanbHOW YynakoBke. B KonuyecTBe, MNOATBEPXAEHHOM
3aKa3unKoMm, usgenvie KOMNIEKTYeTCA B rPynnoByt M TPAHCMOPTHYIO0 YNakoBKy. MakcuManbHoe
KONMYeCTBO M3LENNIA B rPynnoBOi U TPAHCNOPTHOWN yNnakoBKe, NpuUBeLeHHON B Tabnnuax 4, 5.

Martepwnan:

[nanunsHaa bymara; Mapka He NpUMeHseTcs; NAOTHOCTb 70 Mr/M»;
MonnatuneHoBass KOMOMHMPOBAHHAA MEHKA; Mapka He NPUMeHSeTCs; NNOTHOCTL 100 r/m™,
JonycTtnmMmoe OTK/IOHEHWE OT yKa3aHHbIX napameTpos: 10 %.
Kpacutenb: Mapka He nNpuMeHseTcs; npoussoantens HUH60 LI3siHbCAH MTaKUHT MaTupnan
TexHonomku Nta, (Ningbo Ltd. jianxiang Packing Material Technology).
MponssoanTens: Adxo buo TexHonomku Ko., 11a. (Yafho Bio-Technology Co., Ltd.), Kutaii.
abapuTHbIE pa3mepbl U Macca MHANBMAYaANbHON YNaKOBKM NpuBeAEHbI B Tabnumue 3.

Tabnuua 3

abapuTHbIe pasmepbl UHAUBUAYANbHO
ynakoBkK, cm, £10 %

MnacTbipb-NoBA3Ka Ha NonnmepHoin ocHoee OMEGASOFT PU (OMETACO®T MYy),

pasmepsbl, cM: 5x7,2; 5x8; 6x7; 6x10; 8x10; 9x10; 9x15; 10x20; 10x25; 10x30; 10x35

Pa3smep noBA3KK, cM Macca, r, £10 %

5x7,2 12x9 2,2
5x8 13x9 2,0
6Xx7 12x9 2,1
6x10 15x9 3,0
8x10 15x12 4,0
9x10 15x12 4,5
9x15 20x12 7.1
10x20 25x12,8 10,0
10x25 30x12,8 12,5
10x30 35x12,8 15,0
10x35 40x12,8 17,5
MnacTbipb-NoBsA3Ka Ha NonumepHoli ocHoee OMEGASOFT PU (OiV ETACO®T 1Y),
6cMmX 8cm
6x8 13x9 2,4
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rpynnosBasi ynakoBKa

MoBA3KM B UHAMBMAYaNbHOW YNakoBKe NMOMELLaoTCA B FPYNnoByK YMNakoBKY B KONU4YeCTBe B
COOTBETCTBUM C Tabnuuen 4.

Tabnuua 4

MakcnumanbHoe Kon-8o
n3gennii B TpaHCNOPTHOMA
ynakoBKe, LWUT.
MnacTbipb-NnoBa3Ka Ha nonumepHoin ocHoese OMEGASOIT PU (OMETACO®T My),
pa3smepsbl, cM: 5x7,2; 5x8; 6x7; 6x10; 8x10; 9x10; 9x15; 0x20; 10x25; 10x30; 10x35

Kon-Bo n3genunit B rpynnoBol
ynakoBKe, LUT.

Pasmep noBA3KK, cm

5x7,2 100 2000
5x8 100 2000
6Xx7 100 2000
6x10 50 1000
8x10 30 720
9x10 30 720
9x15 30 720
10x20 25 450
10x25 25 450
10x30 25 450
10x35 25 450
MnacTbipb-NoBA3Ka Ha nonumepHoit ocHose OMEGASOFT PU (OMETACO®T MY),
6 cm X8 cm
6x8 100 2400

Martepwnan rpynnoBoi ynakoBku: Benblii KapToH; Kpacutens.

4.2 TpaHcnopTHaa ynakoBKa

MoBs3KM B rpynnoBOii YMNakoBKe MOMELATCs B TPAHCMOPTHYK YNakOBKY B KOMWYecTBe B
COOTBETCTBUM C Tabnuuein 3.

MaTepuan TpaHCNOPTHOM YMNAKOBKW: YCUNEHHbIA MHOrOC/AOWHbIA rOQPUPOBaHHbIA KapTOH;
Kpacutens.

5 CsefleHna o cTepunusaymn MeULMHCKOr0 N3aenma

CTtepunusayna ocyLecTBNSETCA OKCUAOM 3TU/IeHa B COOTBETCTBMM C TpebOBaHUAMM CTaHAapTa
GB 18279.1. MapameTpbl CTepunnsaLnm npueefeHsl B Tabnuue 5.

Tabnuua 5
Bpewms Bpewms KoHueHTpayms
Temnepatypa OnutensHocTb
BnaxHocts  lMpeBakyym nojaep>xaHus noagepxxaHua  okcmaa
CTepuinsaunmu cTepunnsaumm
Temneparypsbl JaBneHns aTuneHa
+54 +4 O 30 %-85% -70kMa 480 MUH 60 MUH 5-10 MuH 0,6 krim®
10
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6 YKasaHusa Mo sKcnayatauuu

Mepbl
NnpesoCTOPOXHOCTU
N NpefynpexneHuns

Ycnosus
aKcnayaraymum
WHCTpyKLUKA No
aKcnayaraymm

Tabnuua 6

1. Tonbko Ana 0AHOPA3oBOro  MCMosb3oBaHMA. [1oBTOpHOe
1CMosib30BaHMe 3anpeLLeHo.

2. He ucnonbayiite, ecnun BUAHbI Kakne-1m60 NpusHakm NoBpeXaeHus
ynakoBku. [oBfi3ka B HEMOBPEXJEHHOW YNakoBKe CTepubHa B
TeyeHue 3 ner.

3. TMpu nosBneHUN pasLpaKeHUs npekpaTuTe WCNONb30BaHUe
MOBA3KN N 06paTUTeCh 3a KOHCYbTaluueid K Bpady.

4. Iocne ucnonb3oBaHUa yTUAN3MPOBaTb NMOBA3KY B COOTBETCTBUM C
yKasaHuAMU Mo yTuanMsawmn.

Ycnosua akcnayartaumm noeasku: temneparypa ot +10 °C go +35 °C;
OTHOCUTE/bHAA BNaXXHOCTb He 6osee 90 %.

LWar 1. MNepen TeM, Kak HAHOCUTb MOBA3KY, yb6eauTechb, UTO KOXKa
BOKPYI paHbl 4MCTas M cyxas MNocfne OYUCTKM aHTUCENTUYECKOM
XUNAKOCTbO. OTKPOWTE YNaKOBKY ¥ BbIHbTE MOBA3KY U3 YMaKOBKU.

War 2: YganuTe 3aluTHOe GyMaXKHOE NMOKPbITWE C MOBA3KM, 06HaXas
NIANKYH NOBEPXHOCTb.

Lar 3: HanoXuTte MOBA3KY Ha paHy, MNpuXumas BMUTbLIBAIOLLYIO
MOAYLLKY OT LieHTpa K Kpasm. MpmKMnUTe 0CTanbHYH YacTb MOBS3KM
Tak, YTo6bl 06ecneYnTb NOHbIA N KOMPOPTHbLIA KOHTAKT C KOXEN, He

AonycKasd BOSBHMKHOBEHUA CKNaoK.

11
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4  MakcumanbHas
ANTENBHOCTb
KOHTaKTa C KOXeW

5 CsefeHus o
TEXHNYECKOM
o6¢cnyXXnBaHum

6 YkKasaHuda no
yTunnsayum

LNnTenbHbIA KOHTAKT (40 72 4acoB) C HEMOBPEXAEHHON KOXen u
paHeBOVi NMOBEPXHOCTbHIO

[MoBA3Ka fABNSAETCA  MEAUMUWHCKAM  U3[enveM  OAHOKpPaTHOro
NPUMEHEHNA N HE NOANEXNT TEXHNYECKOMY 060]'Iy)KVIBaHI/IIO.

MepepaboTKy W YTUAM3ALMIO HEWUCNONb30BaHHbLIX W3AENUIA, N0
MCTEYEHUN CpOKa rOAHOCTW, MPOBOAAT B  COOTBETCTBUMMU C
TpeboBaHMAMU K 0TXoAam Knacca A (CaHlMuH 2.1,3684-21),
icnonb3oBaHHble M3[enna YTUAM3MPYKOTCA KakK 0TX0oAbl Knacca b
(CaHlMunH 2.1.3684-21).

1 YCcnoBua XpaHeHUA U TpaHCMopTUPOBaHUA

Ycnosus xpaHeHus

Ycnosus
TpaHCMopTUPOBaHUA

Tabnuya 7

XpaHUTb B TPaHCMOPTHON ynakoBKe npu TemnepaTtype oT +10 °C o
+35 °C; OTHOCUTENbHOW BNaXHocTn He 60nee 90 % B CyXOoMm MecTe,
3aWMLLeHHOM OT nonajaHus npsMoro COJIHEYHOro CBeTa, BAaAu OT
NCTOYHWUKOB Tenna.

TpaHCNOPTMPOBKA OCYLLECTBSETCSA B TPAHCMOPTHOM yNaKoBKe BCEMMU
BMAAMW TpaHCrnopta B KPbITbIX TPaHCMOPTHbIX CpeAcTBax B
COOTBETCTBMM C MpaBuIamu MepeBo3KW rpy30B, AEWCTBYHOLMMWU Ha
[laHHOM BMfe TpaHcnopTa.

Ycnosusa TpaHcnopTupoBku: Temnepatypa ot -10 °C po +49 °C;
OTHOCUTEeNbHAaA BNaXXHOCTb He 60/ee 90 %.

8 [apaHTuIMHbIe 0653aTe/bCTBA

Mpou3BoauTenb rapaHTUpPyeT COOTBETCTBME MOBS3KM [AOKYMEHTaLMU NpPOU3BOAUTENS NpU
COGNOEHNN Mep MPefOCTOPOXHOCT W BbIMOMHEHWN YCNOBWIA 3KCNyaTauuu, XpaHeHUs u

TPaHCMOPTUPOBAHMS.

CapaHTWUIiHbIA CPOK FOAHOCTM MOBSI3KM — 3 rofa C AaTbl NPOM3BOACTBA. [aTa Npou3BOACTBa
COBMajaeT C AaToli cTepuansauum.

Bonpockl N0 KayecTBy NOBA3OK NPUHUMAET yﬂOﬂHOMO‘JEHHbIVI npeactaBuTeNb NPOU3IBOAUTENA;
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O6LWecTBO C OrpaHNYEeHHOW OTBETCTBEHHOCTLIO «OMeramea» (OO0 «Omeramep»)
CokpaweHHoe HanmeHoBaHMe npegnpuatna: OO0 «Omeramen»

Agpec: 620014, CeepanoBckas o6nactb; r. EkaTepuH6bypr, np. JleHuHa, 4. 56, ouc 6
KOHTaKTHble faHHbIE:

TenegoH: +7 (343) 372-09-72

AneKTpoHHas noyra: www.omegasoftrus.ru

BHVUMAHWE! B cnyyae HacTynjeHUs Npu UCnosib30BaHUM NOBSA30K HeXenaTeslbHOro cobbiTus,
NMEIOLWEro npu3Haku Heb6naronpuATHOro cobbiTud (MHUWAEHTa), Heo6XOAMMO HanpasBuTb
coobLeHMe 0 JAaHHOM COBbITUM YNONHOMOYEHHOMY NPeACTaBUTENO NPOU3BOAUTENS.

9 TlMepeyeHb NPUMEHSEMbIX NMpoOM3BOAMTENEM (M3FTOTOBUTENEM) MEAULMHCKUX

N3gennin sapy6eXx HblX cTaHJapTOoOB

GB 18279.1-2015 «Crtepunusaunsd TOoBapoB 34paBooxpaHeHusa - Okcuf atuneHa - Yactb L
TpeboBaHua K pa3paboTKe, BanMAaLnm 1 TeKyLLEMY KOHTPOIIO CTepuamn3aumnm 4ng MeuUnHCKNX
N3nenniny;

ISO 11135:2014 «Ctepunusaumnsd nNpoykKToB 34paBooxpaHeHuns - Okcup atuneHa - Yacte L
TpeboBaHua K pa3paboTke, BaMaLMn U perynspHoOMY KOHTPOIKO MpoLuecca cTepuamnsauum ans
MeANLNHCKNX N30ENN%»;

ISO 15223-1:2016 «MeguunHckme nsgenms - CUMBOJ/bI, MPUMEHAEMbIE NMPU MapKUPOBaHUN Ha
MeANLUNHCKNX U3AENNAX, Ha 3TUKETKAX U B CONPOBOAUTENbHOM AOKYMeHTaumm - YacTtb 1: Obuime
TpeboBaHuUA»;

EN 556-1:2001 «CTepunmsaumsa MeanUUHCKUX ngenuii. TpeboBaHna K MeAULUHCKUM U3[eNNAM
Kateropumn "ctepunbHble”. Yactb 1. TpeboBaHUA K CTEPUIMU3ALUMN YMAKOBAHHbLIX MeAULUHCKUX
N3aenniny;

EN 556-2:2015 «CTepunmsauns MeauLUnHCKUX nsaennii. TpeboBaHMUa K MEAULIMHCKMM U3AEeNNM
Kateropum "ctepunbHble™”. YacTb 2. TpeboBaHUA K MeAULUHCKUM U3[ENNAM, NPON3BEAEHHbIM B
YCNOBMAX aCenTUYEeCKOro Npon3BoACTBax;

ISO 11607-1:2019 «YnakoBKa MeAUUNHCKUX M3AENNIA, Nognexawmnx GUHNULHON cTepunnsaymm
- Yactb 1. TpeboBaHMA K maTepuanam, CTepusibHbIM GapbepHbIM CUCTEMaM W YNaKOBOYHbLIM
cucTeMam»;

ISO 11607-2:2019 «¥YnakoBKa MeAULMHCKNX U3AeNnia, nognexawmx GUHULIHOW CTepuam3almm
- YacTb 2: TpeboBaHMA BanugaLmm npoLeccos (hOpMoBaHuUs, ynakoBKN N cO0pKn»;

1ISO 14971:2019 «MegnunHckume mnsgenns - NMpumeHeHne MeHeL>XMeHTa pucka K MeguLMHCKUM
N3LennaAmM»;

ISO 13485:2016 «MeanuymHckne nsgenus - CuUcteMbl MeHeIKMeHTa KavecTBa - TpeboBaHUA K
perynmpoBaHuio».

FTOCT P 53498-2019 «W3genua mMeauUMHCKME nNNacTblpHOro Ttuna. OO6WME TexXHMYeckue
Tpe6oBaHUA. MeTobl UCMbITAHWIA»

FOCT EN ISO 11737-1-2006 CTepununsaums MefuLUHCKOWA NpogyKuun. Mukpobumonormyeckme
meToAbl. YacTe 1. OnpegenieHne nonynauum MMKPOOPraHM3MOB Ha NMPOLYKTaX.
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NMPUNTOXEHWE A

PacwunihpoBka NnpumMmeHAeMblX B MAPKNPOBKE CUMBOJIOB
Tabnunua Al

CumBon OnucaHune

He fjonyckaTtb BOS,U,GVICTBVIFI COJ/IHEYHOrIO CBETa

Bepeub oT Bnaru

MOBTOPHOE MCMO/b30BaHNE 3ampeLLeHo

®

(§) He ncnonb3oBaTb Npy NOBPEXLEHMUN YNAaKOBKK

]ﬁ“'x\i He copepxuT nartekca

Y
1ISTERILE EO CTepunnsayms oKCUAOM 3TUNEHA

NND197 CootBeTcTBYET TpeboBaHusam EC
Koa naptum
[1ot A nap

Mcnons3oBaTb 40 ... (rr.Mm.aa)

[aTta n3rotosneHuns

HacToswmii nepeBos, C KWTAMCKOro/aHrMMIACKOTO $3bIKOB Ha PYCCKWIA  53blK  BbINOMHEH  MHOIA,
nepesogumkom Matyc Hatanbein OneroBHoi. NaeHTUYHOCTb NepeBoga NOATBEPKAAMO.
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Poccuiickax denepaums
I'opon ExarepunGypr CeepanoBckas oGnacts
Asanuats 9eTBEPTOrC MApPTa JIBE THICAMH ABALIATD TPETLETO TOAA

A, Sixosnera Onvra INasnosHa, HoTapuyc ropoia ExarepunGypra Caepanoeckoii o6nactu, ceuae-
TEJBCTBYIO MOAMHHHOCTS MOANNCH niepesonunka Mamyc Hamansu Onezosum,

Tloankce caenaxa B MOCM MPHCYTCTBHH.

JIM4yHOCTL NOANMCABINETO AOKYMEHT YCTAHOBIICHA.

3aperucTpupoBano B peectpe: Ne 66/56-w/66-2023-2-725.

VYnaueHo 3a coBepllieHHe HoTapHanbHoro AcHcTena: 850 py6.

O.I1. Axornesa

Hroro nponymeposauo,

NPOLIHYPOBAHO ¥ CKPEIUIEHO
neyaTsio 33 (Tpuauats TpH) M 3

O.I1. Axomnena
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