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Medical Device
Mepuuunckoe usgenve

Manufacturer
U3rotoButens

Date of manufacture
[lata u3rotoBnenus

Use-by date
Vcnonb3oBatb Ao

Batch code
Homep naptun

(atalogue number
Homep no katanory

Caution
Brumanne!

Consult instructions for use

06paTuTeCh K MHCTPYKLIY M0 NpUMEHeHIio

Do not re-use
3anper Ha NoBTOPHOE NPpUMeHeHe
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Product description

The hydrocolloid plaster is a non-sterile, single-use,
self-adhesive plaster with a 100 % hydrocolloid* formulation
and occlusive properties (moist treatment). Plasters are
cushioning, waterproof.

Composition

The plaster is composed of two layers of adhesive hydrocolloid
material (containing carboxymethyl cellulose): one acting as
functional pad and the other acting as the dressing backing
material. *Functional pad and backing material are made of
100 % hydrocolloid. Silicone paper protects the side of the
plaster with adhesive coating.

Properties

The main function of the product is the provision and
maintenance of optimal hydration of the exposed tissues, by
the moist wound healing properties of the hydrocolloid
formulation, and the protection of blisters, by the adhesion
properties of the backing material. The self-adhesive
hydrocolloid dressing contains a layer which absorbs exudate
and expands into a gel-like mass, thus providing cushioning
for the treated damaged area and helping to relieve pressure
and friction.

Intended use

Hydrocolloid plasters are non-active, single-use,
self-adhesive, non-sterile devices consisting of a
self-adhesive hydrocolloid wound contact layer and an
adhesive coated backing material (carrier material),
protected with a silicone paper, for the protection and
treatment of blisters and absorption of exudates. The products
are intended for humans, without restrictions (in age group,
weight range, health status or condition), for use by lay users,
in contact with intact skin (healthy skin) and breached skin.
The products do not contain resorbable components,
medicinal products/ drug substances (derived from human
blood or plasma or not), tissues or cells of human or animal
origin, radioactive substances, nanomaterials or other
hazardous components.

Purpose

Cosmos® hydro hydrocolloid plasters for blisters are designed
to effectively protect blisters from contamination, wetting,
exposure to the external environment, bacteria, maintain a
natural level of moisture, absorb exudate from calluses, reduce
pain, create optimal conditions for healing, and also to prevent
the formation of blisters.

Indication for use

Protection of blisters from contamination, wetting, exposure
to the external environment, and bacteria.

Healing of blisters.

Maintaining a natural level of moisture.

Absorption of exudate.

Contraindications for use

- untreated infected blisters,

- untreated infected minor (superficial) skin lesions

- serious injuries, severely bleeding or profusely exuding
wounds, bedsores, or for any purpose other than those listed
in the intended use

- individual intolerance to manufacturing materials.

Possible side effects
Allergic reaction to the materials used to make the product.

Product disposal
The disposable components and used plasters can be
disposed of normally with household waste.

Mode of application

+Wash hands and ensure the affected area is clean, apply
the plaste only to dry and oil-free skin.

-Open the package and pull out the plaster.

«Warm the plaster with your hands before use.

-Remove the first protective paper and place the exposed
part of the plaster to the affected skin area.

«Then gently pull the second protective paper and apply
the rest of the plaster. Gently mould the plaster edges to
ensure optimum adhesion.

«Products containing hydrocolloid can be applied for
amaximum of 4 days for a single product. To remove the
plaster early or after the maximum application time has
been reached, moisten it briefly with warm water.

Special precautions

«Forsingle use only. Not reusable.

« Apply the plaster only if the hydrocolloid pad covers the
entire surface of the blister.

- Consult a physician before applying the plaster ona
potentially infected blister or because signs of infection (eg,
redness, heat, swelling, or pain) may appear.

+ In case of diabetes mellitus, always consult your doctor
about the use of the plaster.

«Do not puncture an unruptured blister and put yourself at
risk of infection.

«Do not use the product for more than 4 days.

«Store the plastersin a cool (not refrigerated) and dry place
atatemperature of +5 °Cto +30 °C, keep out of the reach
of children.

Incident reporting

For a patient/user/third party in the European Union and
in countries with identical regulatory regime (Regulation
(EU) 2017/745 on Medical Devices); if, during the use of
this device or as a result of its use, a serious incident has
occurred, please report it to the manufacturer and/or its
authorized representative and to your national authority.

Date of revision of the text: 2023-12-01

832627



m MHCprKI.lIMI Mo NpUMeHeH U

Onucauue npoaykra

[InacTbipn rUAPOKONNONAHBIE - HECTEPUbHbBIE,
0/1HOPa30Bble, CAMOKNEALLMECA NAACTbIPH, cocToAwue u3 100
% ruppokonnouaa (Ana 3aXmMBNEHIA BNAXHbIX MO30/el BO
BNAXHOI Cpefie) v ConyTCTBYIOLLX MaTepuano. Mnactbipu
CMArYaloT JaBneHie, BOAOHENPOHULLAEMbIe.

CocraB

[Inactbipb COCTOMT U3 ABYX CNOEB ajAre3NBHOMO
TUAPOKOANONAA (COREPKUT KAPOOKCUMETUA Lienntono3y):
OfVIH CNI0JA TWAPOKOANONAQ AeICTBYET KaK NoAYyLIeUKa,
BTOPOI C10/i leICTBYET KaK 0CHOBA MNACTbIPA.
*(YHKLMOHaNbHaA NOAYLIKA ¥ OCHOBA NAACTbIPA COCTOAT U3
100 % rugpokonnonaa. (unnkoHoBas bymara awuiaet
OZIHY U3 6OKOBbIX CTOPOH MAACTBIPA € KNEEBbIM ClI0EM.
CBoiicTBa

OcHOBHO yHKLMeil NPofyKTa ABNAETCA 0beCneyeHue 1
nojAepKaHue ONTMAbHOTO yBNAXKHEHUsA OTKPbITbIX TKaHe
3 CYET 3AXKMBAANLYYX CBOVCTB TMAPOKONNONAHOTO
KOMMNOHEHTA NAACTbIPA 1 3aLYUTbl BRAXKHBIX MO30/eii 3a CueT
AAre3BHbIX CBOVCTB MaTepuana 0cHoBbl. CamokeALLmiica
TUAPOKOANONAHBIN NAACTBIPb COAEPXKNT CNI0iA, KOTOPbIiA
MOMIOLLAET IKCCYZAT U TPAHCHOPMUPYET €ro B reneodpasHyio
maccy, obecneunsas Takum 06pa3om aMopTU3aLIMOHHYH0
3aLLNTY MOBPEXAEHHON KOXIN 1 MOMOTas yMeHbLINTb
[aBNeHe 1 TPeHUe.

06Liee onncaHne usgenus

[vnpoKonNoMAHbIE NAACTLIPY - HEAKTUBHbIE, 0HOPA30Bble,
CaMOKNeALLMECA, HecTepUnbHble MeULMHCKIe U3aenua,
COCTOALLME 113 CAMOKNEALLLErocA rMAPOKONONAHOTO CII0A ANA
KOHTAKTa C BNaXHOI MO30JIbI0 1 AZire3VBHOT0 MaTepuana
OCHOBBI (MaTepuan- HoCUTENb), 3aLLMLLEHHOTO CUINKOHOBOI
6ymaroii, AnA 3aLNTbI 11 3aXMBIEHUA BIAXKHBIX MO30Mei 1
nornoLeHus kccyaaTa. NpoayKTbl NpeaHasHaueHbl ana
Ntofieit 63 orpaHnyeHii (no Bo3pacTHomy, BECOBOMY
MpU3HaKy, COCTOAAHMIO 310POBbA), MOFYT ObITb UCMONb30BaHbI
HenpogeccoHanamu v MesUUNHCKUMU paboTHIKaMK, AN
3[10pOBOVi 1 MOBPEXEHHOIA KoXU. [POAYKTbI He copepaT
PaccacbIBaLLNECs KOMMOHEHTbI, NEKAPCTBEHHbIE
(pefCTBa/neKkapcTBeHHble BeLLecTBa (NonyyeHHble 13 KpoBi
NN NNA3Mbl YeNOBEKa, UK HET), TKAHU UK KNETKI
Yel0BEYECKOro UMM XUBOTHOTO MPOUCXOKIEHNA,
PafMoaKTUBHBbIE BELLECTBA, HaHOMaTepuanbl Ui Apyrue
onacHble KOMMOHeHTbI.

HasHauenue

[TnacTbipb rMAPOKOANOMAHDIA AN1A BNAXHbIX MO30MIeit
Cosmos® hydro npesHa3HaueH anA 3OGEKTUBHOI 3aLLnTbI
MO301eii 0T 3arpA3HEHNS, HAMOKaHWS, BO3AEHCTBIUA
BHelLLIHeli cpefibl, 6aKTepui, NOZAepKaHNA ecTeCTBEHHOTO
YPOBHA YBAAKHEHHOCTM, abcopbLm 3KCCyAaTa u3 Mo3oneid,
yMeHbLLUeHNA 60/, C037aHUA ONTUMANbHBIX YCI0BUM ANA
3AXKNBNEHNA, a TaKXKe ANA NPefOTBpaLLeHua 06pa3oBaHms
Mo301eli.

lMNokasaHua K npuMeHeHunI0

3aLLWTa BNaXHbIX M030M1€ii 0T 3arpA3HeHs, HaMOKaHWs,
BO3/1€/CTBYUA BHELLHei cpeflbl, 6akTepuii.

3axuBneHIe BNAXKHBIX MO30MIEIA.

MoaaepxaHue ecTecTBEHHOTO yPOBHA YBNAKHEHHOCTH.
MornoLenme SKccypata.

lpoTuBONOKa3aHNA K NpUMeHeHNI0

- HeoOpaboTaHHble HOULMPOBAHHDIE BIAXHbIE MO30/U,

- HeoOpaboTaHHble UHPULMPOBAHHbBIE HE3HAUNTENbHblE
(NOBEPXHOCTHbIE) NOBPEXAEHNA KOXIA

- Cepbe3Hble TPaBMbl, CUIbHO KPOBOTOYALLME WK 06UbHO
3KCCyAuUpYIoLLMe paHbl, NPONEXHY UK ANA No6bIX Lenei,
KpOMe nepeuncieHHbIX B Ha3HaueH!u

- MHANBMAYaNbHasA HENepeHoCUMOCTb MaTepuanos
3TOTOBNEHNA.

Bo3moxHble no6oyHble feiicTBus

AHHEPI’VI‘{ECKBFI PeakumnA Ha maTtepuanbl U3rotToBneHNA
nspenuma.

Yrunusauua npogykra
(0/Hopa30Bble KOMMOHEHTbI U UCMONb30BAHHbIE MNACTbIPH
MOXHO yTUAN3UPOBATH BMECTE C ObITOBbIMU OTXOZAMM.

(noco6 npumeHenus

« BbimoiiTe pyKin 1 yoesuTeCh, UTO MOPAKEHHDII YUaCTOK KOXN
YUCTbIiA, HAHOCUTE NAACTBIPb TONIBKO Ha CyXyIo U
00€3XKMPEHHYI0 KOXY.

«OTKpoiiTe yNaKoBKy 1 OCTaHbTE MNACTbIPD.

«Mepeg ncnonb3oBaHuem corpeiite NAacTbIpb pykamu.

« CHUMWTE NepBYH 3aLLUTHYI0 MOMOCKY U NPUAOXKNUTE
OTKPbITYI0 YaCTb NNACTBIPA K MOPAXKEHHOMY YYaCTKY KOXMN.
+3aTeM aKKypaTHO CHUMUTE BTOPYH 3aLLUTHYI0 NOMOCKY 1
HaHecuTe 0CTaBLLYIOCA YaCTb NNACTbIPA. AKKypaTHO
pacnpasbTe Kpas nnacTbIpa, utobbl 06ecneunts
ONTUMANbHYI0 AATe3Nio.

«MpopyKTbl, COAepaLLe rMAPOKONNOUA, MOTYT 0CTaBaTbCA
Ha Koxe He 6onee 4 aHeid. YTo6bl yAanuTb NAacTbipb paHblue
WN 110 MCTEUEHUN MAKCUMANBHOTO BPEMEHN HOLUEHUA,
CMOYNTE €r0 HEHAZONTO TENNoii BOZOIA.

Mepbl npefocTopoXKHOCTYU
«3penue 0[JHOKPATHOr0 NPUMEHEHNA, He NCNoNb30BaTb
NOBTOPHO.

« HaHocuTe nnacTbIpb TONbKO B TOM Clyyae, e
TUAPOKONNOMAHBIIA (Ot MOKPbIBAET BCIO NOBEPXHOCTD
BNAXKHOI MO30AM LIENINKOM.

« lPOKOHCYNbTUpYIATEC C BPAuoM, Mpex e Yem HaknaabisaTb
MNACTbIPb Ha NOTEHLMANBHO UHGULIMPOBAHHYIO BRAXHYIO
MO30/1b W BONABIPb, BBYAY BO3MOXHOTO NOABEHUA
MPU3HAKOB UHGEKLYMN (HanpuMep, NOKPaCHeHMe, neperpes,
oTeK unu 60nb).

+B ayuae caxapHoro auabeTa BCerfja KOHCyNbTUPYiiTeCh ¢
BPAuOM M0 MOBOAY UCMONb30BAHUA NAACTLIPA.

+He npokanbiBaiiTe Hepa30pBaBLLMICA BONAbIPb (BAAXHYI0
M03071b) 1 He NofiBepraiiTe ceba pucky 3apaxeHus.

«He ucnonb3yiite npoaykT 6onee 4 aHeil.

« XpaHuTe nnacTbipu B NPOXNagHOM (He B XONOAUNbHIKE) 1
CyXOM, He,OCTYNHOM At fieTeil MecTe Npy Temnepatype ot
+5°Cao0+30°C.

CoobuweHne 06 HYMAEHTE

[inA naumenTa / nonb3oBatens / TpeTbeil CTOPOHbI B
EBponelickom Coto3e v B CTpaHaX ¢ UAEHTUUHbIM
perynupytoLum pexxumom (Pernament (EC) 2017/745 o
MeZLULIMHCKIX YCTPOVCTBAX); €M BO BPEMA UCTI0b30BaHUA
3TOr0 NPOAYKTA WY B Pe3yNbTaTe ero UCnonb3oBaHua
NPOU30LLEN CePbE3HDI MHLIMAEHT, NoXanyiicTa, coobLmute
00 3TOM NPOVI3BOAUTEII W/WAN €ro YNONHOMOYEHHOMY
NpeACTaBUTENI0, @ TaKXKe BaLLeMy HaLOHaNbHOMY OpraHy
BnacT.
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