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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.
Treatment 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
inthe 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 plasteron a
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
ata temperature 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.
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@ UHcTpyKuMa no npumeHenmto

Onucanue npopykTa

MnacTbipu rUAPOKONNOMIHbIE — HECTEPUIIbHBIE,
0IHOPa30Bble, CAMOKNEALYMECA MNACTbIPU, COCTOALLME
13 100 % ruapoKonnouaa (AnA 3aXKUBNEHNA BNAXKHBIX
M030/1eil BO BNaXKHOI Cpefie) 1 ConyTCTBYIOLLNX
matepuanos. [NacTbipu CMATYAIOT AaBneHie,
BOJIOHENPOHULaeMble.

CoctaB

[InacTbipb COCTOUT U3 ABYX COEB AATre3MBHOTO
TUAPOKONNONAA (COREPXKMT KapOOKCUMETHN Lienntono3sy):
OAVH CNOI TMAPOKONNOMAA AelCTBYeT KaK NoAyLueyKa,
BTOPOVi CNIOV [1e/iCTBYET Kak 0CHOBA MNACTbIpA.
*(yHKLMOHaNbHAA NOAYLLIEYKa U 0CHOBA NNACTHIPA COCTOAT
13100 % rugpokonnouna. CunukoHoBas bymara 3awyuwaer
0f3HY 113 60KOBbIX CTOPOH NAACTLIPA C KNEeBbIM CNOEM.

(BoiicTBa

OcHoBHO GyHKLMel NpoAyKTa ABNAETCA 06ecneyeHie

11 MOAZepXaHie ONTUMAIbHOTO yBRAXKHEHNA OTKPBITbIX
TKaHel 3a CYET 3aXMBNAKLYNX CBOICTB FMAPOKONNONAHOTO
KOMMOHEHTA NIACTbIPSA U 3aLMTbI BNAXHbIX M030/eil

33 CYeT are3VBHbIX CBOICTB MaTepUana 0CHOBbI.
(amoKNeALLMiica ruaPOKOANOMAHbIN NNACTbIPb COAEPXKUT
C10iA, KOTOPbIIA NOTNOLLAET FKCCyAAT U TpaHChopMupyeT
€ro B reneobpasHylo Maccy, 06ecneunas Takum 06pasom
AMOPTU3aLMOHHYH0 3aLLUTY NOBPEX/EHHOI KOXN

11 IOMOras yMeHbLUUTb JaBIIeHIE 1 TPEHUe.

061wee onucanue usgenus

[ApoKonnouaHbIe NNACTbIPY - HEAKTUBHDIE,
0fJHOPa30Bble, CAMOKNeALLMeCA, HeCTepUIIbHbIE
MeANLIMHCKNE N3AeNIs, COCTOALLME U3 CAMOKTIeALLeroca
TUAPOKONNOUAHOTO CNOA ANA KOHTAKTA ¢ BNAXHOIA
MO030/1bi0 U aAAre3MBHOT0 MaTepiana 0CHOBbI (MaTepuan-
HOCUTEND), 3aLLMLLEHHOTO CUNNKOHOBOI bymaroil, Ana
3aLUNTbI ¥ 3AXKNBNEHNA BNAXKHBIX MO30/IEi 1 NOFNOLLEHNA
3Kkccypata. MpopyKTbl NpesHa3HaueHbl AnA nioaeil 6e3
orpaHuyeHuii (no BO3pacTHOMY, BECOBOMY NPU3HAKY,
COCTOAHK 31,0pOBbA), MOTYT ObITb MCNOBb30BAHbI
HenpodeccuoHanam 1 MeAULMHCKUMI paboTHUKaMu, AnA
3/10pOBOii 1t NOBPeX/eHHOI KoXu. TPOAYKTbI He cofepxaT
paccacbiBaroLnecs KOMMNOHEHTBI, IeKapCTBEHHble
CpencTBa/NeKkapcTBEHHbIE BELeCTBa (NonyyeHHble

13 KPOBM WA NAa3Mbl UeNI0BEKa, UV HET), TKaHU Uan
KNeTKI YeNoBeUeCKOro Mau KUBOTHOMO MPOMCXOXKACHNUA,
PaZn0aKTUBHbIE BeLLEeCTBA, HAaHOMATEPUanbl UK Apyrue
0NacHble KOMMOHEHTbI.

HasHauenue

MnacTbipb rUAPOKONNOUAHBIA ANA BNAXKHBIX MO0l
Cosmos® hydro npeaHa3HaueH AnA 3hdeKTUBHOI 3aLLnTbI
Mo30/eli 0T 3arpA3HeHNs, HaMOKaHNs, Bo3LeicTBIA
BHeLUHell cpefbl, 6akTepuii, NOAAePKaHNA eCTECTBEHHOTO
YPOBHSA YBNXXHEHHOCTH, abcopbumm IKccynaTa

113 M03071elt, yMeHbLIEeHUA 60NK, CO3AaHNA ONTUMANbHBIX
YCN0BUI A1 3aXKMBIIEHIA, @ TaK)Ke ANA NpeLoTBpaLLeHus
06pa3oBanua mo3oneii.
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TMoka3aHua K npUMeHeHuI0

3alyuTa BNAaXHbIX MO37Ieii 0T 3arpA3HeHIs, HaMoKaHus,
BO3/e/CTBIA BHELUHEN cpefibl, bakTepuit. 3axusnexne
BNaXHbIX Mo3oneil. loZfepaHue ecTeCTBEHHOT0 YPOBHSA
YBRAXHEHHOCTY. TornoLeHme FKccyaaTa.

MpoTuBONOKa3aHUA K NPpUMeHeHNI0

- HeobpaboTaHHble NHPULMPOBAHHDIE BaXHDbIE MO30H,

- Heo6paboTaHHble UHOULNPOBAHHbIE HE3HAYNTENbHbIE
(NOBEPXHOCTHBIE) MOBPEXACHUA KOXN

- Cepbe3Hble TPaBMbl, CUIbHO KPOBOTOUALLME UM 06UIIbHO
IKCCyAmpyIoLLme paHbl, NPONEXHYM N ANA Nlo6bIX Leneid,
KpOMe NepeuncIeHHbIX B Ha3HaueHum

- IHAVBUAYaNbHAA HeMepeHOCUMOCTb MaTepuanos
U3r0TOBJIEHNA.

Bo3moxHble n060uHble feiicTBUA
Annepriyeckas peakums Ha MaTepuanbl U3roToBNEHUA
U3enns.

YTunuzaumsa npogykta
0/1HOPa30Bble KOMMOHEHTbI 1 UCM0b30BAHHbIE NNACTbIPH
MOXHO YTUAN3NPOBATb BMECTE C ObITOBbIMYU OTXOAAMM.

C(noco6 npumeHeHus

«BbImoiiTe pyKku 1 ybeauTech, 4To NopaeHHbIil yuacTok
KOXM YNCTbIiA, HAHOCUTE NAACTbIPb TONBKO Ha CYXYI0
11 00€3KUPEHHYI0 KOXY.

+0TKpoiiTe ynakoBKY 1 AOCTaHbTE NNACTbIPb.

«lepep ncnonb3oBaHuem corpeiite NAACTbIpb pyKamiu.

« CHUMuTE NepBylo 3aLLNTHYI0 NONOCKY U NPUNOXNUTE
OTKPBITYH YaCTb NNACTBIPA K NOPAXKEHHOMY YUACTKY KOXKU.

+3aTem akKypaTHO CHUMUTE BTOPYHO 3aLUMTHYI0 NONMOCKY
11 HaHeCUTe OCTABLLYIOCA YACTb NNACTBIPA. AKKYpaTHO
pacnpaBbTe Kpas nnacTbipsa, utobbl 06ecneyntb
ONTUManbHYI0 aAresui.

« MpozyKTbl, COpepXaLLne ruapoKonaouz, MoryT
0CTaBaTbCA Ha koxe He Gonee 4 AHeit. YTobbl ynanutb
NNACTbIPb PAHbLLE UIN N0 UCTEYEHUM MAKCMIMaNbHOTO
BPEMEHM HOLLEHWA, CMOYNTE ero HeHaAoro Tensoii BOZOI.

Mepbl npesoCTOPOKHOCTH

«3genvie 0HOKpaTHOrO MPUMeHeHN, He UCTIONb30BaTh
NOBTOPHO.

«HaHocute nnacTbipb TONIbKO B TOM Clyuae, ecm
TUAPOKOANOMAHBIN CNI0I NOKPBIBAET BCHO MOBEPXHOCTb
BNAXHOI MO30/M LIENMKOM.

«[IpOKOHCYNBTMPYIiTECH C BPAUOM, pex /e yem
HaKnajblBaTh NNACTbIPb HA NOTEHLUANbHO
NHOULMPOBAHHYHO BNAXKHYI0 MO30M1b N BONABIPD,
BBIZY BO3MOXHOTO NOABNEHNA MPU3HAKOB UHEKLMM
(Hanpumep, NOKpacHeHue, neperpes, oTek N 6onb).

«B cnyuae caxapHoro suabeta Bcerga KoHCynbTUpYiiTeCh
CBPayoM No NOBOAY UCMONb30BAHUA NNACTIPA.

«He npokanbiBaiiTe Hepa3opBaBLUMIicA BONAbIPb (BNaXHYI0
M030/1b) 1 He NoABepraiiTe ceba pucKy 3apaeHus.

+He ncnonb3yiite npogykT 6onee 4 aHeil.

- XpaHuTe nnacTbipu B NPOXNaAHOM (He B X0N0AMNbHNKe)

11 CYXOM, He[lOCTYMHOM [ ieTeli MecTe Npu TemnepaType
ot+5°Cpo+30°C.
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CoobLueHne 06 HUMACHTE

[InA naumeHTa / nonb3oBatena / TpeTbeil CTOPOHbI

B EBponeiickom Coto3e 11 B CTpaHax C MAEHTUYHBIM
perynupyiowmum pexumom (Pernamen (EC) 2017/745

0 MeZULMHCKIAX YCTPOICTBAX); €CAM BO BpEMA
11CN0Ib30BaHIA 3TOFO MPOAYKTa NN B pe3yrbTaTte ero
1CNONb30BAHIA NPOU30LLEN CePbe3HbIil MHLMAEHT,
noxanyiicra, coobiute 06 37omM Npou3BoAUTENIO /K
€r0 yNoNHOMOYEHHOMY NPeACTaBUTENI0, A TAKXKe BaLlemy
HaLMOHaNbHOMY OpraHy BNacTy.
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