(@D Product description

Cosmos® Wound Spray is a painless
cleansing, irrigation, moisturising and
care product for acute, chronicand
infected wounds as well as 1*and 2"
degree burns.

General information

Cosmos® Wound Spray is a cleansing,
irrigation, moisturising, and care solution
used together with materials such as
bandages, dressings, and pads for acute,
chronicand infected wounds as well as 1*
and 2 degree burns.

Cosmos® Wound Spray cleans wounds
mechanically. Surface active agentsin
its composition provide a convenient and
painless cleansing. Cosmos® Wound Spray
supports the wound healing process by
ensuring a highly positive cleansing and
moisturising effect on applied areas.
Cosmos® Wound Spray can also be used
for antiseptic cleansing, softening and
removal of dressing materials that are
dried and adhered to the wound without
causing a secondary trauma. Pathogenic
microorganisms that have settled on

the materials will be eliminated in the
process. The antimicrobial effect of
Cosmos® Wound Spray offers an ideal
solution to prevent biofilm formation on
bandages and dressings.

Cosmos® Wound Spray does not inhibit
granulation or epithelialisation. It

has neither irritating nor pain giving
properties. Cosmos® Wound Spray
causes no sensitisation and can be used
safely foralong time. Slmultaneously

it protects against multidrug tant

polyhexanide is millionfold clinically

proven, dermatologically harmless and

is considered the first choice as a wound

treatment agent*. For a healthy wound

recovery process, wound cleansing and
care should be performed in reqular
intervals.

*Consensus on Wound Antisepsis: Update

2018 - Skin Pharmacol Physiol 2018;

31:28-58, DOI: 10.1159/000481545.

Indications

i. Infected or uninfected acute wounds

(e.g. cuts, abrasion, lacerations or
surgical wounds)

. Infected or uninfected chronic wounds
(e.g. diabetic ulcers, venous ulcers,
decubitus, etc.)

iii. 1and 2" degree burns (thermal or

chemical wounds)

. Wounds that caused by electrical

current

V. Radiation wounds

i. Suitable for cleansing and

maintenance of wound surface prior
to dressing

ii. Suitable for antiseptic cleansing,

softening and removal of dressing
materials, i.e. bandages, dressings,
and pads that are dried, contaminated
and adhered to the wound
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Instructions for use

Cosmos® Wound Spray can be applied
directly onto the wound as well as onto
bandage and dressing. The entire wound
and its surroundings should be thoroughly
cleaned with Cosmos® Wound Spray

to minimise the risk nfuansmlsslon of

(e.g. MRSA, VRE) and mycotic
pathogens. Cosmos® Wound Spray is
also well tolerated by allergy sufferers
and diabetics and suitable for kids
and sensitive skin. The ingredient

C i and mic to
the wound surface. The application can
be repeated according to the wound
conditions without any time limits. In
case of the usage to soften dressings
and bandages that adhere to the wound

surface, wet the materials thoroughly
with Cosmos® Wound Spray. Wait approx.
5-10 min for softening and remove them
carefully from the wound.

Restrictions of use

Use during pregnancy and lactation:
Since polyhexanide has no systemic
absorption, likelihood of its excretion

to breast milkis almost zero. Due to the
lack of clinical trials and experiences with
pregnant women and lactating women,
Cosmos® Wound Spray should only be

used carefully after a medical assessment.

Fornewborns and infants: Due to the
insufficiency of clinical information,
Cosmos® Wound Spray should only be
used on new-borns and infants under
strictand close medical supervision.
Side effects

Cosmos® Wound Spray contains
polyhexanide. Even though there is no
notification for Cosmos® Wound Spray,
it was reported that polyhexanide may
cause an anaphylactic shock in rare cases
(less than 1 out of 10,000). When needed
allergic skin testing is recommended
before use. Patients hypersensitive

to polyhexanide should not use the
product. Although polyhexanide has
acytotoxic effect as an antimicrobial
agent, the biocompatibility index of
Cosmos® Wound Spray is found to be
>1and has a high tissue compatibility.
Cosmos® Wound Spray may cause allergic
reactions such as itching (urticaria)

and rash (eczema). In very rare cases, a
mild burning sensation may occur after
applying Cosmos® Wound Spray, however
this sensation disappears aftera couple
of minutes.

Contraindications

Do not use Cosmos® Wound Spray in the
following cases:

1. Itisnot suitable for use in hyaline
cartilage and aseptic joint surgeries,
inthe middle and internal ear and
inthe eye (If Cosmos® Wound Spray
contacts the aseptic cartilage, wash
immediately with Ringer solution or
physiological saline solution).

Ifthe patientis known or suspected
to be hypersensitive to any of the
ingredients.

. On central nervous system or meninx.
Along with anionic surfactants,
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cleansing soaps, creams, oils, enzymes,

etc. These substances should be
removed fully from the wound surface
before use.
. Forperitoneal lavage and washing.
It should not be used in the first four
months of pregnancy.
pending on the risk-benefit
its use later in pregnancy should be
evaluated according to the doctor’s
recommendation.
Warnings and precautions
Read the instructions carefully before
use. Only for external application onto
skin. Do not use for infusion or injection
purposes. Do not swallow! Keep out of
reach of children. Do not use if the sealing
is broken. Close the product \mmedlately
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Appearance and odour: Clear, colourless,
and almost odourless.

Shelf life: Please see the expiry date. Close
the cap tightly and storein a cool, dry,
and frost-free environment. Shelf life s

3 (three) years at room temperature. Do
not store an open product above 25°C.
Consume the open product within 8
(eight) weeks.

Date of revision of the text: 2022-11-10

1D Termékleiras

A Cosmos® Wound Spray egy
fajdalommentes tisztitd, oblitd, hidratalo
€és apold termék akut, kronikus és
elfertoz6dott sebekre, valamint 1. és 2.
fokd égési sériilésekre.

Altalénos informacick

A Cosmos® Wound Spray egy tisztitd,
0blitd, hidratald és apold megoldds,
amelyet olyan anyagokkal egyiitt
hasznalnak, mint sebkotozok, kotszerek és
sebparnak akut, kronikus és elfertdzddott
sebekre, valamint 1. és 2. foku égési
sériilésekre.

A Cosmos® Wound Spray mechanikusan
tisztitja a sebeket. Az osszetételében
talalhato feliiletaktiv anyagok kényelmes
és fajdalommentes tisztitast biztositanak.
A (usmus Wound Spray tdmogatja a

afteruse to avoid any ¢
The spray head of the product should be
protected from direct contact to avoid
contamination while using it. Keep only in
original package. Protect from sunlight.
Dispose of according to local regulations.
Summary technical information

This product s a Class Ill Medical Device
according to the rule 13 of Annex IX of the
Medical Device Directive 93/42/EECand
the 2007/47/ECamendments.
Ingredients: Water, poloxamer and
polyhexanide (PHMB, 0.1%).

azdltal, hogy
vendklvul pozitiv tisztitd és hidratdlé
hatést biztosit az alkalmazott teriileteken.
A Cosmos® Wound Spray antiszeptikus
tisztitasra, fellazitdsra és a sebre tapadt
kdtszerek eltavolitaséra is hasznélhatd
anélkiil, hogy masodlagos traumét
okozna. Az anyagokon megtelepedd
patogén, kérokozé mikroorganizmusok
afolyamat soran eltavolitasra kerulnek

A Cosmos® Wound Spray anti

kotszerekben és sebkotozokon.
ACosmos® Wound Spray nem gatol]a
agranulaciotvagy at

®

Hasznalati itmutaté
ACosmos® Wound Spray kézvetleniil
Ikalmazhato sebre, valamint kotszerre

Sem ingerld, sem fajdalomcsokkentd
tulajdonsagokkal nem rendelkezik.
ACosmos® Wound Spray nem okoz
tilérzékenységet és hosszii ideig
biztonsagosan alkalmazhato. Eqyszerre
véd a multirezisztens (pl. MRSA,

VRE) és a gombs kérokozok ellen. A
Cosmos® Wound Spray sebkezeld sprayt
azallergiasok és a cukorbetegek is

jol toleraljak, valamint gyermekek és
érzékeny boriiek szamara is alkalmas. A
polihexanid dsszetevd tobb millioszorosan
klinikailag bizonyitott, dermatoldgiai
szemponthdl artalmatlan, és sebkezeld
szerként az elsd szamii valasztasnak
tekintik*. Az egészsé bgydgyulds

és sebkotdzdre. A teljes sebet és annak
kérnyékét alaposan meg kell tisztitani
Cosmos® Wound Spray oldattal, hogy
minimalizéljuk a szennyezGanyagoknak
és mikroorganizmusoknak a seb feliiletére
torténd atjutasanak kockazatat. Az
alkalmazas megismételhetd a seb allapota
szerint, idokorlat nélkiil. A sebfeliiletre
tapadt kétszerek és sebkotozok

valé alas esetén az

haszndlhatjék a készitményt. Noha a
polihexanid antimikrobidlis szerként
citotoxikus hatdssal rendelkezik, a
Cosmos® Wound Spray biokompatibilitasi
mutatéja > 1, szovetkompatibilitasa
pedig magas. A Cosmos® Wound Spray
allergids reakcidkat, példaul viszketést
(csaldnkiiités) és kiiitést (ekcéma)
okozhat. Nagyon ritka esetekben

enyhe égetd érzés fordulhat elg a
Cosmos® Wound Spray dsa utan,

olvassa el az utasitasokat. Kizarolag
abéron torténd kiils6 haszndlatra. Ne
hasznilja infiziéhoz vagy injekciohoz.
Ne nyelje le! Gyermekektdl elzérva
tartandd. Ne hasznalja, ha sériilt a
csomagolds zaroldsa. A szennyezddés
elkeriilése érdekében hasznélat utén
azonnal zdrja vissza a terméket. A
termék permetezdfejét védeni kell a
kbzvetlen érintkezéstdl, hogy elkeriiljiik

a ést haszndlat kozben. Csak

azonban ez az érzés néhdny percalatt

anyagokat alaposan nedvesitse meg a
Cosmos® Wound Spray sebkezeld sprayvel.
Varjon kb. 5-10 percet, mig fellazul, és
Gvatosan tévolitsa el azokat a sebbdl.
Afelhasznalas korlatozasai

érdekében a sebtisztitast és apoldst

rendszeres idokozonként kell elvégezni.

*Consensus on Wound Antisepsis: Update

2018 - Skin Pharmacol Physiol 2018;

31:28-58, D01 10.1159/000481545.

Javallatok

Elfertozodatt vagy nem elfertdzodott

akut sebek (pl. vagasok, horzsolds,

laceracié vagy mitéti sebek)

i. Elfertozodott vagy nem elfertdzddott
kronikus sebek (pl. diabéteszes
fekeélyek, vénas fekélyek, felfekvéshal
szarmaz6 sebek, stb.)

iii. 1.és2. foki égési sériilések (termikus

vagy kémiai sebek)

Elektromos dram altal okozott sebek,

Sugarzas altal okozott sebek,

. Alkalmas a sebfeliilet megtisztitasara

éskezelésére a kotés eldtt,

i. Alkalmas antiszeptikus tisztitasra,

fellazitésra és a kotzdanyagok
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hatésa idealis megoldast kindl a biofilm
képzddésének megakadalyozésara

Itavolitasara, gy mint
szennyezett és a sebbe tapadt
katszerek, sebkotozok és sebparnak

F ilas terhesséq és szoptatds
alatt: Mivel a polihexanidnak nincs
szisztémas felszivodasa, az anyatejbe
vald kivalasztodasanak valdszintisége
szinte nulla. Terhes ndkkel és szoptatd
ndkkel végzett klinikai vizsgalatok
éstapasztalatok hidnya miatt a

Cosmos® Wound Spray oldatot csak DIVOSI
elemzés utan szabad vatosan

Ellenjavallatok

Ne hasznalja a Cosmos® Wound Spray

oldatot a kivetkezd esetekben:

Nem alkalmazhata hyalin porc

és aszeptikus iziileti miitéteknél,

akozépsd ésa belsd fiilben ésa

szemben (haa Cosmos® Wound Spray

érintkezésbe keriil az aszeptikus

porccal, azonnal mossa le Ringer

oldattal vagy fizioldgids sdoldattal).

. Haabetegrdl ismert vagy
feltételezhetd, hogy tilérzékeny
barmelyik dsszetevdre.
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Ujsziildttek és csecsemék: A klinikai
informaciok elégtelensége miatta
Cosmos® Wound Spray (jsziilotteknél
és csecsemoknél csak szigord és szoros
orvosi feliigyelet mellett alkalmazhato.
Mellékhatasok

A Cosmos® Wound Spray polihexanidot
tartalmaz. Annak ellenére, hogy
aCosmos® Wound Spray oldatrol

nincs jelentés, beszamoltak arrdl,
hogy a polihexanid ritkan anafilaxias
sokkot okozhat (10 000-bél kevesebb
mint 1személynél). Hasznalat

eldtt sziikség esetén allergias
bdrvizsgalat ajanlott. A polihexaniddal
szemben tulérzékeny betegek nem

@

Kozpontii vagy
meninxen.
Anionos feliiletaktiv

B

az eredeti csomagoldsban tarolandé.
Napfénytl védendd. A helyi eldirasok
szerint drtalmatlanitsa.

Osszefoglalé miiszaki informaciok
Ezatermék az orvostechnikai eszkozokrél
52016 93/42/EGK irényelv IX. mellékletének
13. szabalya és a 2007/47/EK médositasok
szenntlll osztalyuarvosl eszko:

és
(PHMB, 0, 1%)

Kinézet és szag: tiszta, szintelen és szinte
szagtalan.

Felhasznalhatdsagi idd: Kerjiik, nézze
meg a lejarati datumot. Szorosan
zérjale akupakot, és tarolja hiivos,
szaraz, fagymentes kornyezetben a
terméket. A tarolasiid 3 (harom)

tisztitd szappanokkal, krémekkel,
olajokkal, enzimekkel stb. Ezeket az
anyagokat hasznélat el6tt teljesen el
kell tavolitania seb feliiletérl.
. Peritonedlis mosas esetén.
Aterhesség elsé négy honapjaban nem
szabad alkalmazni.
Akockdzat-haszon értékeléstdl fiiggden
akészitmény terhesséq alatt torténd
késébbi alkalmazasat az orvos ajénldsa
szerint kell értékelni.
Figyel ések és dvintézkedésel
Kérjiik, a hasznalat eltt gondosan

ow

év, szobahomérsékleten. Ne tarolja
akinyitott terméket 25 °C felett. A
kinyitott terméket 8 (nyolc) héten beliil
hasznilja fel.

Aszoveg ellendrzésének datuma:
2022-11-10

(C1) Descrierea produsului

Cosmos® Wound Spray este un produs
destinat curatarii, irigarii, hidratarii si
ingrijirii nedureroase aranilor acute
cronice siinfectate, precum sia arsurilor
degradul 15i2.

Informatii generale

Cosmos® Wound Spray este o solutie de

curatare, irigare, hidratare siingrijire,
utilizata impreuna cu materiale precum
bandaje, pansamente si comprese pentru
rani acute, cronice si infectate, precum si
pentru arsuri de gradul 1sau 2.

Cosmos® Wound Spray curata mecanic
ranile. Agentii tensioactivi din compozitia
saasigura o curatare confortabila si
nedureroasa. Cosmos® Wound Spray
contribuie la procesul de vindecare a ranii,
avand un efect deosebit de benefic de
curatare si hidratare in zonele de aplicare.
Cosmos® Wound Spray se poate

utiliza, de asemenea, pentru curatarea
antisepticd, inmuierea siindepartarea
materialelor de pansare care s-au

uscat si adera la suprafata ranii, fara

a cauza traumatisme secundare.
Microorganismele patogene care s-au
depus pe materiale vor fi eliminate in
acest proces. Efectul antimicrobian
exercitat de Cosmos® Wound Spray ofera
osolutie ideald pentru a preveni formarea
biofilmului pe bandaje si pansamente.
Cosmos® Wound Spray nu inhiba
granularea si epitelizarea. Produsul nu
are proprietatiiritante si nu provoaca
durere. Cosmos® Wound Spray nu
provoaca sensibilizare si poate i
utilizat in siguranta pentru o perioada
indelungata. in acelasi timp, protejeazd
impotriva agentilor patogeni si micotici
multirezistenti la medicamente (de ex.,
MRSA, VRE). Cosmos® Wound Spray este,
deasemenea, bine tolerat de persoanele
alergice si de diabetici, fiind adecvat
pentru copii si pentru pielea sensibila.
Areiin compozitie polihexanidd, un
ingredient sustinut de nenumarate dovezi
clinice, inofensiv din punct de vedere
dermatologic i care este considerat prima
optiune ca agent de tratare a ranilor.

Pentru un proces sanatos de vindecare a
ranii, curatarea siingrijirea ranii trebuie
efectuate laintervale regulate.
*Consensus on Wound Antisepsis: Update
2018 - Skin Pharmacol Physiol 2018;
31:28-58, D01:10.1159/000481545.
Indicati

i. Raniacuteinfectate sau neinfectate
(de ex. taieturi, excoriatii, laceratii sau
rani chirurgicale)

i. Rani cronice infectate sau neinfectate
(de exemplu, ulcere diabetice, ulcere
venoase, escare etc.)

i. Arsuride gradul 15i2 (réni prin

agresiune termica sau chimica)

iv. Rani cauzate de curent electric

Réni cauzate de radiatii

i. Adecvat pentrn curatarea siingrijirea
suprafeteiranii inainte de apll(area
pansamentului

ii. Adecvat pentru curatarea antiseptica,
inmuierea siindepartarea
materialelor de pansament, de
exemplu bandaje, pansamente si
comprese care s-au uscat, au fost
contaminate sau aderé la rana
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Instructiuni de utilizare

Cosmos® Wound Spray se poate aplica
direct pe rand, precum si peste bandaj sau
pansament. Rana si zona inconjuratoare
trebuie curatate temeinicin intregime

cu Cosmos® Wound Spray pentru a

reduce laminim riscul de transmitere a
contaminantilor si microorganismelor

pe suprafata ranii. Aplicarea se poate
repeta in functie de starea ranii fara
limita de timp. In cazul utilizdrii pentru
inmuierea pansamentelor si a bandajelor
care adera la suprafata ranii, umeziti bine
materialele cu Cosmos® Wound Spray.
Asteptati aprox. 5-10 minute pentru a se
inmuia ar apoi indepartati materialele cu
grija de pe rana.

Restrictii de utilizare

Utilizarea in timpul sarcinii i alaptarii:
Deoarece polihexanida nu are absorbtie
sistemicd, probabilitatea de a fi
excretata in laptele matern este aproape
inexistenta. Data fiind lipsa studiilor
clinice si a experientei practice in cazul
femeilor insarcinate si care alapteaza,
Cosmos® Wound Spray trebuie utilizatin
astfel de situatii numai dupa o evaluare
medicald atentd.

Pentru nou-nascuti si sugari: Data

fiind insuficienta informatiilor clinice,
Cosmos® Wound Spray va fi utilizat la nou-
nascutisi sugari numai sub supraveghere
medicald stricta.

Reactii adverse

Cosmos® Wound Spray contine
polihexanida. Desi nu exista sesizari
privind utilizarea Cosmos® Wound Spray,
s-araportat ca polihexanida poate

cauza soc anafilacticin cazuri rare (mai
putin de 1 caz din 10.000). Daca este
necesar, se recomanda un test de alergie
cutanata inainte de utilizare. Pacientii

cu hipersensibilitate la polihexanida
trebuie sa evite utilizarea acestui produs.
Desi polihexanida are efect citotoxic
caagent antimicrobian, s-a constatat
caindicele de biocompatibilitate al
Cosmos® Wound Spray este >1, avénd

o compatibilitate tisulara ridicata.
Cosmos® Wound Spray poate cauza
reactii alergice, cum ar i prurit
(urticarie) si eruptii cutanate (eczeme).
Tn cazuri foarte rare, dupa aplicarea
Cosmos® Wound Spray poate aparea o
senzatie usoara de arsura, dar aceasta
senzatie dispare dupa cateva minute.
Contraindic:
Nu utilizati Cosmos® Wound Spray in
urmatoarele situatii:

1. Produsul nu este adecvat utilizarii

in cazul interventiilor chirurgicale

pe cartilaj hialin si articulare
aseptice, la nivelul urechii medii si
internesi la nivelul ochilor (dacé
Cosmos® Wound Spray intra in contact
cu cartilaj aseptic, clatiti imediat cu
solutie Ringer sau cu ser fiziologic).
Daca pacientul este cunoscut sau
suspectat a fi hipersensibil a oricare
dintreingrediente.

. Lanivelul sistemului nervos central sau
al meningelui.

Tnasociere cuagenti tensioactivi
anionici, sapunuri de curatare, creme,
uleiuri, enzime etc. Aceste substante
trebuie eliminate complet de pe
suprafata ranii inainte de utilizare.
Pentru lavaj peritoneal.

Nu trebuie utilizat in primele patru
luni de sarcind.

Tn functie de evaluarea raportului riscuri/
beneficii, utilizarea produsului ulterior in
perioada sarcinii se va lua in considerare
conform recomandarii medicului.
Avertismente si precautii

Cititi cu atentie instructiunile inainte de
utilizare. Doar pentru uz extern, aplicat
pe piele. A nusse utiliza pentru perfuzii
sauinjectare. A nu senghitil A nu se

lasa laindemana copiilor. Nu utilizati
produsul daca sigiliul este rupt. Inchideti
produsul imediat dupa utilizare pentru a
evita contaminarea. Capul de pulverizare
al produsului va i protejat de contactul
direct pentru a evita contaminareain
timpul utilizarii. A se pastra numaiin
ambalajul original. A se pastra la adapost
delumina soarelui. A se eliminain
conformitate cu reglementarile locale.
Rezumatul informatiilor tehnice
Acest produs este un dispozitiv medical
din clasa lll conform clauzei 13 din
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Anexa IX a Directivei 93/42/CEE privind
dispozitivele medicale i

2007/47/CE.
Ingrediente: apa, poloxamer si
polihexanida (PHMB, 0,1%).

Aspect si miros: Solutie limpede, incolora
siaproape inodora.

Perioada de valabilitate: A se vedea

data de expirare. Inchideti bine capacul
si pastrati produsul intr-un mediu
racoros, uscat si ferit de inghet. Perioada
de valabilitate este de 3 (trei) ani la
temperatura camerei. Odatd deschis, a
nu se pastra la temperaturi peste 25°C.
Dupa deschidere, a se utiliza in maxim 8
(opt) saptdmani.

Data revizuirii textului: 2022-11-10

(I3 0nucanne na npopykta
Cosmos® Wound Spray e 6e360ne3He
NPO/IYKT 3a N0YHCTBAKE, IPOMHUBaHE,
0BNAXHABAHE U TPUKA 33 OCTPH,
XPOHUUHI 1 MHOEKTUPAHU PaHM, KaKTO 1
3 U3rapAHUA 0T 1 27 cTeneH.
06wa undopmauua

Cosmos® Wound Spray e 6e360ne3Het
Pa3TBOP 32 NOYNCTBAHE, NPOMUBAHE,
0B/IAXHABAHE U rpuXa, KoiiTo ce

NOYNCTBAHE, OMEKOTABAHE U
0TCTPaHABAHE Ha NPeBbP30YHN
marepuani, KouTo (a 3aCbXHanu u
npunenHanu Kbm paHarta, 6e3 hace
nNpUYMHABA BTOPUYHA TpasMa. Mo
Bpeme Ha npoueca, naToreHHnTe
MUKpOOpraHu3mu, nonenHann

BbPXY MaTepuanue, e 6baar
OTCTPaHeHU. ARTUMUKPOOHUAT edeKT
Ha Cosmos® Wound Spray npeanara
UJIeanHo peliieHue 3a NpeoTBpaTABaHe
Ha 06pasyBaHeTo Ha GroGuAM BbPXY
6UHTOBE 1 NPeBPB3KM.

Cosmos® Wound Spray e noTucka
rpaHynaunATa unu enuTenu3auuaTa.
Hama Huto ApasHewun, HuTo
60nKoyCNOK0ABALLY CBOMCTBA.

Cosmos® Wound Spray He npeaun3BikBa
YYBCTBUTENHOCT U MOXe Aa ce
13n0138a 6€30nacHo 3a ALABT Nepuoa
oT Bpeme. EgHOBPeMeHHO C T0Ba,
npesnassa 0T MyNTUPE3NCTEHTHM (Hanp.
MRSA, VRE) # MUKOTUYHW NaTOreHM.
Cosmos® Wound Spray cbLuo ce noHaca
n06pe oT CTpazaum T anepri u Auaber,
nenoaxoaALy 3a eua v yBCTBUTENHA
Koxa. (bCTaBKaTa nonuxekcaHna e
MWANOH NBTH KTMHUYHO 10Ka3aHa,

U3M013Ba 3a€/]H0 C MaTepuani kato
61HTOBE, NPEBPB3KM U TAMMOHH 32 OCTPH,
XPOHUYHN U MH¢€KTM})EHV] PaHN, KaKTo u
3aU3rapaHuA 0T 1% U 27 cTeneH.
Cosmos® Wound Spray nouucrsa paHute
MEXaHUYHO. HDBBPXHOCTHU AKTUBHUTE
BElI|eCTBA B CbCTaBa My 0CUTYPABAT
YR06HO U Ge36one3HeHo nouncTBaKe.
Cosmos® Wound Spray nognomara
npoljeca Ha 3apacTBaHe Ha paHuTe,

KaTo 0CUrypABa CUNHO NONOXUTENEH
NOYNCTBALY 1 OBNAXHABALL eEKT BbPXY
30HNTe, KbAETO € HaHECeH.

Cosmos® Wound Spray moxe Aa

€@ M3N0/138a 1132 AHTUCENTUYHO

Aep W4HO uee
Cy¥ITa 32 MbPBY 360p KaTo CPeACTBO

3a NleyeHue Ha paHu*. 3a Aa bvae
NPOLECHT Ha Bb3(TaHOBABAHE Ha paHaTa
3/ApaBOCNIOBEH, OYUCTBAHETO U FPUXKaTa
3apaHaTa TpA6Ba a ce U3BbPLBAT Ha
Pe/OBHM MHTepBany.

*Consensus on Wound Antisepsis: Update
2018 - Skin Pharmacol Physiol 2018;
31:28-58, D01:10.1159/000481545.
Mokasanua

i. MHdeKTMpaHW unu HenHpeKTUpaHH
OCTpU ¥t (Hanp. NOPA3BaHUA,
OXKYNBaHIA, Pa3KbCBAHNA UM
XUPYPIUYHU PaHu)

WHOEKTUPaHN NN HeUHGEKTUPaHN
XPOHUUHY Pan (Hanp. AnabeTHn
A3BMU, BEHO3HU A3BY, fieKYOUTYCH
nap)
iii. Wsrapanua ot 1% n 27 crenen
(TepMUYHY UK XMMUYECKM PaHK)
PaHu, NPUYMHEHN T eNeKTPUYECTBO
Panu oT 06nbuBaKe
i. MoaxoaAw 3a noyncTBake u
N0/ /bPXKaHe Ha NOBBPXHOCTTA Ha
paHaTa npeau npespb3Ka
vii. Ml 2 aH

==z

Hynega. I'Iupanm NIUNCaTa Ha KNUHUYHK
W3NUTBAHWA U TeCToBE (6PQMEHHM "
KbpmeLyw xetu, Cosmos® Wound Spray
TpAGBa Aa e U3N0N3BA BHUMATENHO CaMO
Cnefl MeAULIMHCKA OLeHKa.

Tpu HoBOPOAEHU U KbpMayeTa: Mopaam
NIUNCaTa Ha A0CTAaTbYHO KNUHNYHA
MHHOPMALLYA, NP HOBOPOAEHM 1
Kbpmayera Cosmos® Wound Spray
TpA6Ba Aa ce U3N03Ba CAMO NOJ CTPOT U
BHUMaTeNeH MeANUMHCKM KOHTpON.

N0YUCTBAHE, OMEKOTABAHE It
OTCTPaHABAHE Ha NPEBbP30UHI
Marepuany, T.e. 6uHTOBe, NpeBp

Cp: edekTn
Cosmos® Wound Spray cbabpxa
nonuxekcaxua. B'HIPEKM ye Hama

U TAMNOHM, KOUTO Ca 3aCbXHaM,
3aMbPCEHN U NPUNENHaNN KbM
panata

WHcTpyKuun 3a ynotpeta

Cosmos® Wound Spray moxe Aa ce HaHaca

[AMPEKTHO BbPXY PaHaTa, KakTo U BbPXY

6uTa u npespb3KaTa. 3a aa ce ceepe

20 MUHIMYM PUCKBT OT NpeHacAHe

Ha 3aMbPCUTENN 1t MUKPOOPTaHU3MM

BbPXY NOBLPXHOCTTA Ha paHaTa, LAnata

paHa 1 3a061kanALara s 304a TpaGBa

£ 6bAaT CTapaTenHo NouncTeHN ¢

Cosmos® Wound Spray. lpunaratxeto

MOXKe Aa Ce N0BTapA B 3aBUCHMOCT OT

CbCTOAHHETO Ha paHara be3 orpaHuyenue

BbB Bpemero. B cnyyaii Ha usnon3sane 3a

OMeKOTABaHe Ha NpeBpPb3KM 1 GUHTOBE,

KOUTO Ca 3aN1eMHan KbM NOBBPXHOCTTA

Ha paHara, HamMoKpeTe MaTepuanute

06unHo ¢ Cosmos® Wound Spray.

W3yakaiite okono 5-10 MuyT, 32 Aa

OMeKHaT, U T cBanerte

OTHOCHO yNoTp Ha
Cosmos® Wound Spray, ce cbobuaBa,

4e B pejiKit cnyyan (no-Manko ot 1 Ha
10000), nonuXeKCaHUALT MoXe Aa
NPUYMHI aHAGUAAKTUYEH WOK. Npy
Heo0X0AuMOCT, Npeaut ynotpeba ce
NPenopbyBa KOXKeH TeCT 3a aneprita.
MpoayKTHT He TpAGBa Aa ce u3non3sa

0T NAL|MEHTU CbC CBPBXYYBCTBUTENHOCT
KbM n0AUXeKCaHu. Bonpeku ye
NOAUXEKCAHIBT IMA LUTOTOKCHYEH
edeKT KaTo aHTUMUKPODEH areHT,
UHAEKCHT Ha GUOCHBMECTMOCT Ha
nonuxekcanuaa 8 Cosmos® Wound Spray e
>1111Ma BUCOKA TbKAHHA CbBMECTUMOCT.
Cosmos® Wound Spray moxe aa
NPeAU3BIKA ANEPTUYHI PeaKLyuu, kato
cbpbex (ypTukapua) n 06pus (exsema). B
MHOTO PEAKH Cy4au, e HaHACAHETO Ha
Cosmos® Wound Spray, moxe Aa ce noasu
NeKo yceljare 3a napewe , Koeto obave
13438 Cnefi HAKONKO MUHYTH.

0T paHara.
OrpaHnyeHus Ha ynotpe6ara
Ynotpeba no Bpeme Ha GpemMeHHOCT i
KbpMee: Thil KaTo NONUXEKCAHULBT He
ce abicopbupa cUCTeMHO, BepOATHOCTTA
32 0TAENAHETO My B KbpMaTa e NouTH

He u3non3gaiite Cosmos® Wound Spray B

CNefiHUTE Clyyan:

1. He e noaxogsty 3a ynotpe6a npu
aCenTUYHI ONepaLiuM Ha CTaBa U Ha
XUanuHeH XpyLiAN Ha CPeHOTO U
BBTPELIHOTO YXO U Ha 0KOTO

(Ako Cosmos® Wound Spray Bnese

B KOHTAKT CaCenTUYHNA XpyLIAN,
He3a0aBHO M3NNaKHeTe C pasTBOp Ha
Ringer unu gusnonoruyex pasreop).
AKo € U3BECTHO WAW Ce NpeAnonara, e
NALNEHTBT e CBPLXUYBCTBUTENEH KbM
HAKOA OT CbCTaBKMTE.

. BbpXy eHTpanHaTa HepBHa CUcTeMa
WM MEHUHTUTE.

33€/1HO CaHUOHHI
NOBPXHOCTHOAKTUBHM BELeCTBa,
NOYNCTBALLY CANYHU, KDEMOBE, MACTa,
en3umu u ap. Mpean ynotpeba, Tesn
BellecTBa TpAGBa Aa GbAAT HaMbAHO
OTCTPaHEHI 0T NOBBPXHOCTTA HA
panara.

3anepuToHeaneH NaBax 1 NPOMHUBKa.
He Tpa6Ba Aa ce u3non3sa npes
MbPBUTE YeTUPM Mecelia oT
GpemeHHoCTTa.

B 33BUCUMOCT OT OLIEHKaTa Ha
CBOTHOLIEHHETO PUCK-N0N3a, ynoTpebata
My Ha N0-KbCeH eTan Ha GpeMeHHoCTTa
TpA6Ba 4a ce npeLeHn cnopep
npenopbKiTe Ha nekapa.
TipesynpexaeHna u npeanasxu
MepKu

Mpeaw ynotpe6a npoyeTete BHUMATENHO
UHCTPYKUUnTe. (aMo 3a BbHLHA
ynotpe6a Bbpxy Koxarta. He usnon3aiire
32 BNUBAHE NN UHXeKTUaHe. [la

He ce nornbua! Masete ganey ot

obcera Ha fieua. He usnon3saiite, ako

€ HapyLUIeHa LeN0CTTa Ha OnaKoBKara.

3a fla npefoTBpaTUTe 3aMbPCABAHUA,
3aTBapAiiTe NPOAYKTa BeAHara Cne
ynotpeba. MpbCKaLNAT HaKpaitHIK Ha
npoayKkTa TpA6Ba Aa Gbae 3awuTen

OT NPAK KOHTAKT, 3a Aa ce u3berne
3aMbPCABaHE N0 BPEMe Ha U3M0N3BAHETO
my. CbXpaHsBaiiTe B 0puruHanHara
0naKoBKa. Mla3eTe 0T CTbHYEBA (BETAHA.
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W3xBbpASIiTE B CHOTBETCTBHUE C MECTHUTE
pasnopeabu.

TeXHUyecKka MHop
To3u NPoAYKT e MeAULIMHCKO u3fenve
ot knac lll 8 cboTBeTCTBYE C NPaBUAO
13 ot npunoxenne [X kbm lupektusa
93/42/EV0 32 MeAMUMHCKUTE U3AENNA U
u3meHenuaTa 2007/47/E0.
(vcrasku: Bopa, nonokcamep n
nonuxekcanug (PHMB, 0,1%).
Bug vt Mupuc: Buctop, Gesuseren u noutn
6e3 mupuc.
Cpok Ha roAHocT: Mons, BINKTe CpoKa Ha
TOAHOCT. 3aTBOPETe NLTHO Kanaukara u
CbXPaHABAIITE HA XNAJHO U CYX0 MACTO,
Kb/IeTo HAMa f1a 3aMpb3He. CPOKbT Ha
TOAHOCT & 3 (TpW) TOANHI NP CTaiiHa
Temneparypa. He cbxpanaBaiite 0TBopeH
NpoAYKT npu Temnepartypa aj 25 °C.
113non3BaiiTe 0TBOPEHIA NPOAYKT B
pamkuTe Ha 8 (ocem) ceamULY.
[laTa Ha akTyanu3upaxe Ha TeKcra:
2022-11-10

Packaging units
(somagolasi egységek
Unitati de ambalaj
OnakoBbYHa eAnHNLA

Catalogue number
Katalégusszam - Numar de
articol - KatanoxeH Homep

Article number 531020
Cikkszém

Numérul articolului
Homep Ha apTukyn

Product name Cosmos®
Terméknév Wound Spray
Denumirea
produsului

VIme Ha npopykTa

Consultinstructions for use
Olvassa el a hasznélati
itmutatot - Consultati
instructiunile de utilizare
Mpouetu uHCTpyKuMATa 38
ynotpe6a

Non-sterile - Nem steril
Nesteril - Hecrepunto

Unit- Mértékegység | 50 ml
Unitate - EquHuya

Special instructions - Hasznélati
tandcsok

Instructiuni speciale - Cneunanun
VHCTPYKUUY

Do not use if package is
damaged - Ne hasznalja fel, ha
acsomagolas serult

Anuse utiliza dacd ambalajul
este deteriorat - [la He ce
U3N0/1382, aK0 0NaKoBKaTa
enospeseHa

Keep away from sunlight
Napfénytdl 6vni - Ase pastra la
adapost de lumina soarelui

[la ce nasu o1 CMbHYeBa
BeTNHA

I Manufacturer - Gydrto
Producator - Mlpoussoguten

Distributor - Forgalmazd
Distribuitor - AuctpubyTop

&

Use-by date - Lejérati datum
Data expirarii - U3non3Bai
npean gata

Storage temperature.

Open product - Téroldsi
hdmérséklet. Kinyitott termék
Temperatura de depozitare.
Produs deschis - Temnepatypa
Ha cbXpaHeHue. OTBopeH
npoayk

Date of manufacture - Gyartasi
datum - Data fabricatiei- Jata
Ha NPOV3BOACTBO

& |

o

Keep out of the reach of
children - Gyermekektd|
elzérvatartandd - Anu se
lasa laindemana copiilor
[la ce CbXpaHABa Ha MACTO,
HEOCTBIHO 3 flela

Batch code - Tételkd - Cod de
lot - Ko Ha naptupara

ACTO GmbH
BiichnerstraBe 11
38118 BRAUNSCHWEIG
GERMANY

Tel: +49 531-239 508-0
www.actogmbh.com
info@actogmbh.com

Distributor
PAULHARTMANN AG
Paul-Hartmann-StraBe 12
89522 HEIDENHEIM
GERMANY
www.hartmann.info

Y
5 T\ (SOP.AR.KK.57-10)-Rev.00 (271222) Made in Turkey

Cosmos’

wound spray

Painless cleansing of all kind
of wounds

Mindenféle seb
fajdalommentes tisztitasa

Curatarea nedureroasa a
tuturor tipurilor de rani

Be3bonesHeHo npomuBaHe Ha
BCMYKN BMAOBE paHn



