@D Instructions for use

Product description

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

®
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The plaster consists of one layer of adhesive hydrocolloid material

(containing carboxymethyl-cellulose). The plaster is made of 100 %

h d ro hydrocolloid*. The silicone paper protects the coated side of the
U plaster.
: . Properties

HydrocoIIO|d pIasters for blisters 100 % Whilst traditional plasters work via dry wound healing, which

Hydrocolloid* allows the covered tissue to dehydrate and dry out, the hydrocolloid
. plaster is based on the mode of action of moist healing (occlusive

MnacTbipb ruapoKonnonaHbIi AnA properties). Self-adhesive hydrocolloid plasters contain a layer

BJTaXKHbIX MO301ei which absorbs exudate and expands into a gel-like mass, thus

0 % providing cushioning for the treated damaged area and helping to
100 % runpokonnons relieve pressure and friction.

Intended use

Hydrocolloid plasters are non-active, single-use, self-adhesive,
non-sterile devices consisting of a self-adhesive hydrocolloid
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.
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KoxeBHuueckasa yn., p. 7, Purpose
ap. 1. 7en. (495) 796-99-61 Cosmos® hydro hydrocolloid plasters for blisters is designed to
. effectively protect blisters from contamination, wetting, exposure to
Mecro npou3BoAcTBa: the external environment, bacteria, maintain a natural level of
Paul Hartmann S.A., P.l. Pla d’en Boet I, moisture, absorb exudate from calluses, reduce pain, create optimal
¢/ Carrasco i Formiguera, 48 conditions for healing, and also to prevent the formation of blisters.
08302 MataI'O (Bal’(e|0na), Spain 0123 Indication for use
Protection of blisters from contamination, wetting, exposure to the
external environment, and bacteria. Healing of blisters. Maintaining a
Medical Device natural level of moisture. Absorption of exudate.
Meanuutckoe usaenvie Contraindications
Manufacturer Untreated infected blisters, untreated infected minor (superficial) skin
A lesions, serious injuries, severely bleeding or profusely exuding
wounds, bedsores, or for any purpose other than those listed in the
Date of manufacture intended use, individual intolerance to manufacturing materials.
[laTa W3roToBNEHNA Possible side effects
Allergic reaction to the materials used to make the product.
Use-by date .
Ncnonb3oBatb 40 Product disposal
The disposable components and used plasters can be disposed of
Batch code normally with household waste.
Homep naptuu A
P fap Mode of application

(atalogue number
Homep no karanory « Wash hands and ensure that the affected area is clean, dry and oil-
free before applying the plaster.

NpSIEIEHEIL e ] ME

Caution
BHumanme! « Open the package and puII_ out t.he plaster.
. : « Cut the plaster to the required size.
Consult instructions for use - Warm the plaster with the hands before applying.
06paTuTech K UHCTpYKLMM N0 NpUMeHeHMIo - Remove the first protective paper and place the exposed part of the
Do not re-use plaster to the affected skin area. ‘
3anpeT Ha NOBTOPHOE NpUMEHeHIe - Then gently pull the second protective paper and apply the'rest of
the plaster. Gently mould the plaster edges to ensure optimum
FES] Distributor adhesion.
) | YnonomouenHbiii npectaButens/Unoprep « The application maximum of the hydrocolloid plaster is up to
. 4 days per individual product. Should you wish to remove the
<0 | Keepdry X . - .
Bepeub or Bnark plaster early or at the maximum time of application, first wet it

briefly with warm water.
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Special precautions

«Forsingle use only. Not reusable.

« Only apply the plaster if the hydrocolloid pad completely covers
the blister or minor wound.

« Consult a physician before applying the plaster on a potentially

infected blister or because signs of infection (eg, redness, heat,
swelling, or pain) may appear.

«In cases of diabetes mellitus always consult a doctor before using
plasters.

«Donot burst a sealed blister as this could risk an infection.

«Do not leave the product on the affected area for more than 4
days.

« Store the plastersin a cool (not refrigerated) and dry place at a
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 requlatory regime (Regulation (EU)
2017/745 on Medical Devices); if, during the use of this device or as
aresult 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

L1 Mucrpykuma no npumenennio

OnucaHue npopykTa

[TnacTblpyu ruApoKonaonaHble — HecTepuibHble, 0HOPA30BbIE,
CamoKnesLLumeca nnactbipu, cocroawme u3 100%
rUApPOKoNNoNAa* (ANA 3aXKNBNEHNA BMAXKHbIX M030Neli BO BNAXHOIA
cpene) 1 ConyTCTBYHOLLMX MaTepHanos.

Coctas

[InacTblpb COCTOUT U3 OFHOTO CNOA AATE3MBHOTO TUAPOKOANoMaa*
(comepxut kapbokcumetin uenntonosy). Cocrout 3 100%
TAPOKONIONAA.

(BoiicTBa

B T0 Bpema Kak TpaZMLMOHHbIE MNACTbIPK JIACTBYIOT 3a CYET CyX0ro
3XKUBNIEHNA MO30NIENA, UTO MO3BOMAET 3aLLMLLAEMOIT KOXKHOIA
TKaHU 06€3B0XMBATHCA U BbICHIXATb, TMAPOKOANONAHbIE
MAACTbIPU 0CHOBAHbI Ha CNOCOGE BNAXKHOrO 3aXuUBNeHNA
(0KKNI03MOHHbIE CBOIACTBA). CamMOKneALLMecs TUAPOKONNONAHbIE
MNACTbIPU COZEPXAT CI0NA, KOTOPbIiA MOFNOLLIALT IKCCY AT U
TpaHchopmIpyeT ero B reneobpasHyto maccy, obecneunBas Takum
06pa3om amMopTU3aLIMOHHYI0 3aLLUTY NOBPEXIEHHON KOXN 1
MOMOras yMeHbLUNTb aBNEHUE U TPEHUE.

0O6wee onuncaHune uspenns

[napokonnonaHbIe NNACTbIPU - HEAKTUBHbIE, 04HOPA30BbIE,
CaMOKMeALMeca, HecTepubHble MeAMLIMHCKNE U3fenus,
COCTOALLME U3 CAMOKNEALLerocA rMapOKONI0MAHOTO C10A 1
aAAre3yIBHOTO MaTepua 0CHOBbI (MaTepuan-HouTenb),
3ALLNLLEHHOTO CUNMKOHOBOI OYMaroli, 1A 3aLUMTbl 1 3aX1BReHNA
BNAXHbIX M030Neil, 1 nornoLLeHns sKccyaaTa. MpoaykTbl
npefsHa3HayeHbl AnA Niodeil 6e3 orpaHnyeHii (no BO3pacTHoMy,
BECOBOMY MPU3HAKY, COCTOAHIO 30POBbA), MOTYT bbITb
1CMO/b30BaHbI HENPOdeccoHanamm  MeguLLUHCKUMIA
paboTHIKam, ANA 30POBOIl U MOBPEXAEHHOI KOXIL. [POAYKTbI
He CofiepaT paccacblBaoLLNeCa KOMMOHEHTb, IekapCTBeHHbIe
CpefcTBa/nekapcTBeHHble BelyecTsa

(MonyyeHHbIe 3 KPOBI WM NAA3Mbl YEN0BEKA WA HET), TKaHW Uan
KNeTKI YenoBeyeckoro Un XXMBOTHOTO MPOUCXOXACHNS,
PajNo0aKTUBHbIE BelLecTBa, HAHOMaTepuanbl U apyrue
0MacHble KOMMOHEHTbI.

Ha3sHaueHue
[TnacTblpb rMapoOKOANONAHLIA ANA BAaXHbIX Mo3oneii Cosmos®
hydro npepHa3HaueH ana 3QOeKTUBHON 3alLuTbl MO30Meli OT
3arpA3HEHNs, HaMOKaHWS, BO3AEICTBISA BHELLHeN cpesbl,
6akTepuii, noafepxaHIA eCTeCTBEHHOTO YPOBHSA YBNAXKHEHHOCTH,
abcopbuum FKccyAaTa U3 Mo3oneil, yMeHbLUeH!A bonu, co3aanms
ONTUMANbHBIX YCIOBUI NA 3AXUBNEHNS, A TaKXKe As
MpefoTBpaLLEeHNA 06pa30BaHNA Mo30Meil.

0KasaHuA K npuMeHeHNio
3aLyuTa BaxHbIX MO30Neli 0T 3arpA3HeHIs, HaMOKaHA,
BO3/1e/CTBUA BHELLHE cpefibl, 6akTepuid. 3aXuBneHme BIaXHbIX
mo30neil. [TosaepaHue ecrecTBEHHOT0 YPOBHA YBNXKHEHHOCTI.
MornoLeHne 3Kccynara.

MpoTusonokasanua

+HeoGpaboTaHHble MHOULMPOBAHHBIE BNAXKHblE MO30/IH,
+Heo6paboTaHHble MHOULMPOBAHHbIE He3HAUMTENbHbIE
(MoBepXHOCTHbIE) MOBPEXAEHMA KOXIA

+CePbEe3HbIe TPABMbI, CUNIbHO KPOBOTOUALLME UM 06UIbHO
IKCCYAMpYIOLLIAE PaHDI, PONEXHN Ui ANA NioBbIX Lieneid, kpome
NepeuncieHHbIX B Ha3HaueHnn

<UHAMUBUAYaNbHAA HEMEPEHOCMMOCTb MaTepUasoB U3roTOBNEHUS.

Mo6ouHbie 3¢ peKTbl

Y nawneHToB ¢ anneprieil WA NOBbILIEHHOI YYBCTBUTENBHOCTbIO
K Nt06OMY U3 MHTPeZIUeHTOB NPOAYKTa MOXKET BO3HUKHYTh
no6oYHan peakuus.

YTunusauus npoaykra
0/1HOPa30Bble KOMMOHEHTbI U CM0MIb30BAHHbIE MAACTbIPK
MOHO YTUAM3NPOBATL BMECTE C GbITOBBIMM OTXOZAMN.

C(noco6 npumeHeHus

« BbimoliTe pyku 11 ybeuTech, UTo MopaxeHHbIi y4acToK KoXi
YMCTbIiA, HAHOCUTE MNACTBIPb TONBKO Ha CYXylo U 06e3K1peHHyIo
KOXy.

« OTKpoiiTe ynakoBKy 1 JOCTaHbTe MAACTbIPb.

« OTpe’xbTe NNACTbIpb 0 HYKHOTO pa3mepa.

- llepes ncnonb3oBaHMem corpelite MNACTbIpb pyKamu.

« CHuMuTE NepBYIo 3aLNTHYI0 MONOCKY 1 NPUNOXKUTE OTKPBITYI0
YaCTb NNACTBIPA K MOPaXKeHHOMY YUacTKy KOXH.

+3aTem akKypaTHO CHUMUTE BTOPYI0 3aLyNTHYH MONOCKY U

HaHecuTe 0CTABLUYIOCA YaCTb MNACTLIPA. AKKYpaTHO pacnpaBbTe

Kpas nnacTbipa, uto6bl 06ecneyntb ONTUMANbHYI0 aAresnto.

« [lpoyKTbI, COLepXalLme rTuAPOKONNONE, MOTYT 0CTaBaTbCA Ha

Koxe He 6onee 4 fiHeit. YT06bl yaanuTb MNacTbIpb PaHbLLe uiu no

NCTeYEHMI MAKCUMATbHOTO BpEMeHM HOLLEHNA, CMOYUTe ero

HeHafoNro Tensioi BOAON.

Mepbi npegocTopoxHoCTH

« l3genue oaHOKPATHOrO NPUMEHEHIA, He UCONb30BaTb MOBTOPHO.

+ HaHocuTe nnacTbipb TOAbKO B TOM CNyyae, ecin

rAPOKONIOUAHBINA CNOA NOKPbIBAET BCH) NOBEPXHOCTb BAAXKHOI

MO030/111 LIeTUKOM.

+ [pOKOHCYNbTUpYiiTECh C BPAUQM, PEX/e Yem HaKnaabiBaTb
MAACTbIPb Ha NOTEHLUANbHO MHOULUPOBAHHYIO BAXHYI0 MO30Ib
WM BOJABIPb, BBUY BO3IMOXKHOTO NOABJIEHNSA NPU3HAKOB
UHOEKLMI (HanpuMep, OKpacHeHIe, neperpes, oTek i 6oMb).

« B cnyyae caxapHoro anabeta Bcerga KOHCynbTUpYIATeCh C Bpauom

10 NOBOAY MCMONb30BaHNA NAACTBIPA.

- He npokanbiBaiite Hepa3opBaBLUNiicA BONALIPD (BNAXHYI0

MO030/1b) 1 He NOABEpraiiTe cebA PUCKY 3apakeHus.

« He ucnonb3yiite npoaykT 6onee 4 aHeit.

« XpaHuTe nnacTbipi B NPOXNAZAHOM (He B XONOAMIbHUKE) 1 CYXOM,

He[OCTYNHOM ANA fieTeil MecTe Npu TemnepaTtype ot
+5°Cpo+30°C.

CoobLueHne 06 NHUUAECHTE

[lna naumenTa / nonb3oBatena /TpeTbeil cTopoHbl B EBponeiickom
(0103e 11 B CTPaHaXx C UEHTUYHBIM PeryaupyIoLMm pexxumom
(Pernamen (EC) 2017/745 0 MeaMUMHCKIX YCTPOIACTBAX); €N BO
BpeM#A MCNob30BaHIUA 3TOT0 NPOAYKTA UK B pe3ynbTaTe ero
MCNoNb30BaHNA MPOU30LLEN Cepbe3HbIi UHLMAEHT, MOXKanyicTa,
co06wuTe 06 3TOM NPOU3BOAUTENIO /UK €ro
YNONHOMOYEHHOMY NPeSCTaBUTENH0, a TaKkXKe BaLlemy
HaUMOHaNbHOMY OpraHy BRacTu.

MocnepHas pepakuna ekcra: 2023-12-01
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