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Descrierea dispozitivului

Benzile pentru pansarea ranilor Silverlon® sunt
pansamente antimicrobiene, sterile, cu un singur
strat, neaderente, absorbante, destinate utilizarii in
vindecarea ranilor, pentru a reduce riscul de infectare
a ranilor.

Disponibil ca:

Cod Dimensiune
WPS112 3 cm x 30 cm
WPS124 3 cm x 61cm

Benzile pentru pansarea ranilor Silverlon® contin argint
pentru a oferi un efect antimicrobian local auxiliar,
pentru a reduce riscul de infectare a ranilor de catre
organismele intolerante la argint. Argintul ionic este un
agent antimicrobian cu spectru larg, care s-a dovedit

a fi eficient impotriva agentilor patogeni asociati cu
infectarea ranilor. Pansamentele Silverlon® au fost
testate in vitro si s-au dovedit eficiente impotriva

unor microorganisme precum: Enterococcus faecalis,
Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis, si Klebsiella pneumoniae.

Testele in vitro au aratat ca pansamentele Silverlon®
sunt compatibile cu RMN.

Indicatii

Benzile pentru pansarea ranilor Silverlon® sunt
pansamente de uz profesional indicate pentru
tratamentul local al:

+ Arsurilor de gradul 1 si 2

* Ranilor donatorului si la nivelul grefei

* Ranilor traumatice si chirurgicale

+ Ulcerului diabetic, de presiune si venos
* Ranilor infectate*

*Benzile pentru pansarea ranilor Silverlon® pot fi
utilizate pe tipurile de rani infectate enumerate mai sus.
in cazul in care se utilizeaza pe rani infectate, infectia
trebuie tratata conform protocolului clinic local.

Benzile pentru pansarea ranilor Silverlon® sunt
indicate pentru o durata totala de contact (adica atunci
cand tratamentul implica aplicarea consecutiva a
pansamentelor individuale) de pana la 30 de zile.

Avertismente

* Nu utilizati dupa data de expirare de pe ambalajul
produsului.

* Nu utilizati daca punga este deteriorata sau
deschisa.

+ Clinicienii/Cadrele medicale trebuie sa fie constienti
de faptul ca exista date foarte limitate privind
utilizarea prelungita si repetata a pansamentelor care
contin argint, in special la copii si nou-nascuti.

» Pansamentele Silverlon® nu trebuie utilizate in
timpul sarcinii sau alaptarii, din cauza lipsei de date
privind efectele argintului asupra reproducerii.

* Nu utilizati unguente sau creme pe baza de petrol
sub benzile pentru pansarea ranilor Silverlon®.

» Nu umeziti benzile pentru pansarea ranilor Silverlon®

cu peroxid de hidrogen sau povidon iodinat.
« Benzile pentru pansarea ranilor Silverlon® sunt
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Mepiypa@r OUOKEURg

O1 Tawvieg oTepéwaong Tpaupatwy (WPS) Silverlon® eivai
QATTOOTEIPWHEVA, HOVAG OTPWONG, HN TIPOTKOAANTIKA,
aATTOPPOPNTIKA, AVTIHIKPORIOKA ETTIBEPATA, TTOU TTPOOPIOVTal
yia TOTTIK) XPrian aTn SIOXEIPION TPAUPGTWY.

Al0Béoipo wg:

Kwdikég  MéyeBog
WPS112 3cmx 30 cm

WPS124 3cmx61cm

O1 Tavieg oTepéwong Tpaupdtwy (WPS) Silverlon®
TTEPIEXOUV GPYUPO VIO Va TTapEXEl £va BonBnTiko, TOTTIKG
QAVTIMIKPORIAKO ATTOTEAETUA YIO TN PEIWON Tou KIVOUVOU
HOAUVONG TWV TPAUPATWY aTrd opyaviopoUg euaiobnToug
oTov dpyupo.To IwWVIKG dpyupo eival éva avTIHIKPORIaKS
€UPEOG PACHATOG, TO OTToIO €XEl aTTOdEIKOE OTI €ival
ATTOTEAEOHATIKG EVAVTI HIAG OEIPAG TTABOYOVWY TTOU
oxetifovtal ue poéAuvon Tpavpatog. Ta emBéuaTta Silverlon®
£xouv doKIMaoTEf in vitro kal BpéBnkav aTToTeAeoaTIKA
£vavTl HIkpoopyaviopwv 6Twg:Enterococcus faecalis,
Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis kai Klebsiella pneumoniae.

O1 Sokipég in vitro €8ei§av o1 Ta emBépaTa Silverlon® eivai
oupBatd pe MRI.

Evbeigeig

O1 Tawvieg oTepéwang Tpaupatwy (WPS) Silverlon®
€ival ETBEUATA TPAUPATWY ETTAYYEAPATIKAG XPRONG TTOU
evOeikvuvTal yia TOTTIKN dlayeipion:

»  EykaupdTwy 1ou kai 2ou Babuou

¢ Tpaupdtwy 3TN Kal JOOXEUUATOG

¢ TpauPaTIKWYV Kal XEIPOUPYIKWY TPAUPATWY
o AloBnTIKWwy, THEONG Kal GAERIKWV EAKWV

*  MoAuopévwy TpaupdTwv*

*O1 Taivieg oTepéwong Tpaupdtwy (WPS) Silverlon®
HTTOpOoUV va XpnaoipotroinBolv og autolg Toug HOAUOHEVOUG
TUTTOUG TPAUPATWY TTOU ava@EPovTal Trapatrdvw.OTav
XPNOIJOTIoI0UVTal O€ HOAUGPEVA TPAUNATA, N Aoitwen
TIPETTEI VO QVTIMETWTTIETAI CUPPWVA PE TO TOTTIKG KAIVIKO
TIPWTOKOAAO.

O1 Tawvieg oTepéwang Tpaupatwy (WPS) Silverlon®
uTrodeIkvUovTal yia OUVOAIKN SidpKela eTTa@ng (dnA. 6TTou n
Bepartreia TEPIAAUBAvE DIABOXIKK) EQAPHOYT) HEHOVWHEVWV
emMOETPWY) Ewg Kal 30 NUEPWV.

Mposidotroinoeig

* Mnv XpnOIYOTIOIEITE PHETA TNV NUEPOUNVia ARENG OTN
GUOKEUQOIa TOU TTPOIGVTOG.

*  Mnv TO XpNOIPOTIOIEITE EGV TO QPAKEAAKI Eival
KATEOTPOAMPEVO f avOoIXTO.

« Ol yiatpoi / emayyeAparTieg uyeiag TPETTEl va yvwpilouv
OTI UTTAPXOUV TTOAU TTEPIOPIOEVD DESOUEVA OXETIKA UE
TIAPATETAPEVN KOl ETTAVOAQUBavOPEVn xprion EMBEPdTWY
TIOU TTEPIEXOUV APYUPO, IDIaiTEPT O€ TTaIdIG Kal VEOYVAL.

*  Ta embépara Silverlon® dev TTPETTEl VA XPNOIUOTIOIOUVTAL
Kard T SIGPKEIA TNG EYKUPOOUVNG 1y TNG yahouxiag Adyw
NG EAAEIYNG OEBOPEVWV OXETIKA HE TIG ETTITITWOEIG TOU
apyUpou oTNV avaTrapaywyr.

* Mnv xpnoigoTroieite aAoIPEG i KPEPEG HE BAon TO
TIETPEAQIO KATW OTTO TAIVIEG OTEPEWONG TPAUPATWV
(WPS) Silverlon®.

*  Mnv Bpéxete I Talvieg aTepéwong Tpaupdtwy (WPS)
Silverlon®ue utTepogeidio Tou udpoydvou 1 IwdIouxo
ToRISoVN.

«  O1Tavieg otepéwong TpaupdTwy (WPS) Silverlon®

Benzi pentru pansarea ranilor (WPS)
Silverlon®

destinate unei singure utilizari si nu trebuie refolosite.
Reutilizarea poate afecta negativ caracteristicile

de performanta ale pansamentului si prezinta, de
asemenea, un risc de infectie pentru pacient.

Durata totala de utilizare a benzilor pentru pansarea
ranilor Silverlon® (adica atunci cand tratamentul
implica aplicarea consecutiva a pansamentelor
individuale) nu trebuie sa depaseasca 30 de zile.

Contraindicatii

Evitati utilizarea benzilor pentru pansarea ranilor
Silverlon® la pacientii cu sensibilitate cunoscuta la
argint sau nylon.

Benzile pentru pansarea ranilor Silverlon® nu sunt
destinate utilizarii pe arsuri de gradul 3.

Reactii adverse

Benzile pentru pansarea ranilor Silverlon® au

fost supuse unor teste standard independente

de biocompatibilitate in vitro si in vivo, inclusiv de
citotoxicitate, sensibilizare si reactivitate intracutanata.
Toate testele au fost efectuate in conformitate cu
Organizatia Internationala de Standardizare (ISO)
10993, seria de standarde pentru evaluarea biologica
a dispozitivelor medicale. Rezultatele acestor studii
au indicat faptul ca benzile pentru pansarea ranilor
Silverlon® sunt sigure pentru utilizarea prevazuta.

Instructiuni de utilizare

Taivieg oTepéwong TpaupdTwy (WPS)
Silverlon®

Curatati rana cu apa sterild, apa distilata sau solutie

salind normala, indepartand reziduurile necrotice sau

escare, dupa cum este necesar, conform protocolului
local.

Pentru a permite indepartarea usoara, alegeti

dimensiunea pansamentului care sa fie cu cel putin 1

pana la 2 cm (4") de banda pentru pansarea ranilor

Silverlon® mai mare decat rana.

Taiati lungimea pansamentului dupa cum este

necesar.

Actionati banda pentru pansarea ranilor Silverlon®

prin umezirea completd a pansamentului cu apa

sterild, apa distilata sau solutie salind normala.

Infasurati usor rana conform protocolului local,

asigurand un contact direct maxim intre banda

pentru pansarea ranilor Silverlon® si patul ranii.

Acoperiti si fixati banda pentru pansarea ranilor

Silverlon® cu pansamente absorbante si neocluzive

conventionale, conform protocolului local.

Pentru a indeparta banda pentru pansarea ranilor

Silverlon®, indepartati mai intai pansamentul extern

conform protocolului local, apoi prindeti usor si trageti

sectiunea proeminenta a benzii pentru pansarea
ranilor Silverlon®.

o Daca pansamentul se lipeste de rand, umeziti
pansamentul cu apa sterila, apa distilata sau
solutie salind normala, pana cand acesta poate
fi indepartat cu usurinta tragand usor de banda
pentru pansarea ranilor Silverlon®.

Benzile pentru pansarea ranilor Silverlon® sunt

destinate utilizarii timp de pana la 7 zile, dar

frecventa schimbarii pansamentului va depinde de
conditia ranii si de cantitatea de exsudate.

o Indepértati si inlocuiti banda pentru pansarea
ranilor Silverlon® ori de cate ori aceasta este
acoperita Tn mare masura cu exsudate sau
reziduuri.

TrpoopifovTal yia Jia Xprion POVo Kal eV TTPETTE va
£TTavayPNoIJoTToIoUvVTal.H eTTavayxpnoipoTToinon YTropei
Va ETTNPEGOEI APVNTIKE TA XAPAKTNPIOTIKE a1rdd00NnG Tou
£MOEPATOG KOl £TTIONG TTAPOUTIAdel Kivduvo péAuvong
aTov aoBevn.

H ouvoAiki SidpKeia XpAong TwV TAIVIWY OTEPEWDNG
TpaupdTwy (WPS) Silverlon® (3nA. é1rou n Bepatreia
TrepIAapBavel SIadOYIKN EQAPHOYH HEHOVWHEVWY
emdEopwyv) dev TTpéTTel va utrepPaiver TIg 30 NUEPEG.

Avtevbeiteig

ATTOQUYETE TN XPAON TWV TAIVIWV OTEPEWONG TPAUPATWY
(WPS) Silverlon® o€ aoBeveig pe yvwoTr euaiodnaia
aToV GpYupo A TO VAIAOV.

O1 Tawvieg oTepéwong Tpaupdtwy (WPS) Silverlon® dev
TpoopifovTal yia Xpron o€ eykaupata 3ou Baduou.

AvemOUUNTEG EVEPYEIEG

O1 Tawvieg oTepéwaong Tpaupatwy (WPS) Silverlon®

£xouv UTTORANBEI o€ avetdpTnTa TTPOTUTIA SOKIYEG
BiooupBaTtéTnTag in vitro Kai in vivo, cupTrepIAauBavopévwy
KUTTOPOTOEIKOTNTAG, EUaIoONTOTTIOINONG Kal EVOOSEPUIKAG
avTIdpaoTIKOTNTAG. OAEG o1 SOKIPEG TTPayHATOTIONIBNKAY
oupewva pe Tov Aigbvr) Tutrotroinpévo Opyaviopo (1ISO)
10993 Standard Series yia BioAoyikry A§loAdynaon latpikwv
2uokeuwv.Ta atroTeAéoPATA QUTWYV TWV PEAETWYV £de1Eav
611 o1 Tawvieg oTepéwang Tpaupdtwy (WPS) Silverlon® eivai
aoaAeig yia TNV TTpoopI{dPEVn XpAon Toug.

Odnyieg xpriong

KaBapioTe TNV TTANYA HE aTTOOTEIPWHEVO VEPD,
ATTOOTAYHEVO VEPO I PUOIOAOYIKO 0PO, ATTOPAKPUVOVTOG
TO VEKPWTIKG Bpadopara i} eoxdpa 6TTwg aTTaITEITal
OUPPWVA PE TO TOTTIKO TTPWTOKOAAO.

MNa e0koAn agaipeon, eMAELTE TO péyeBog Tou €TTIBEPATOG

10U Ba aproel TouhdyioTov 1 €wg 2 cm (%2 ") TnG Taiviag

oTepéwong Tpaupdtwy (WPS) Silverlon® TTou Trpoegéxel
até 70 Tpala.

KowrTe 10 uKog Tou £TMIBEPATOG OTTWG ATTAITEITAL.

EvepyoTroioTe Tnv TaIvia oTEPEWOTNG TPAUPATWYV

(WPS) Silverlon® diaBpéxovTag KaAd To eTTOeUa pe

QATTOCTEIPWHEVO VEPS, ATTOCTAYHEVO VEPOS i} UTIOAOYIKS

opd.

ZTEPEWOTE ATTAAG TO TPAUNPA avAAOya UE TO TOTTIKO

TTPWTOKOAAO Biac@aAifovTag Tn PéyioTn AUEDT TTaQn

HETAgU TNG Taiviag oTepéwong Tpaupdtwy (WPS)

Silverlon® kai Tou TPAUPATOG.

KaAUyTe Kal ao@aAioTe TNV Talvia oTEPEWONG TPAUPATWY

(WPS) Silverlon® pe oupBatikolg ammoppo@nTIKoUg Kal

HN aTTOPPAKTIKOUG ETTIOETHOUG avaAoya PE TO TOTTIKO

TTPWTOKOAAO.

Mo va aQaip€oeTe TNV TaIvia OTEPEWONG TPAUPATWY

(WPS) Silverlon®, a@aipéoTe TIPWTA TOV EEWTEPIKO

£TMIdETPO avaAoya P TO TOTTIKO TIPWTOKOAAO Kal, TN

ouvéxela, TAoTe atrald Kal TPABAETE TO TTPOEEEXOV TUAHA

NG Taiviag otepéwong Tpaupdtwy (WPS) Silverlon®,

o Edv 1o emiBepa TpookoAAnBei oTnv TTANYR, UypaveTe
TO €TMiBePA OTTWG ATTAITEITAI PE ATTOCTEIPWHEVO VEPOD,
aATTO0TAYHEVO VEPOS 1 UTIOAOYIKG 0pO, WG OTOU
uTTopEi va agaipebei eUKOAA TO eTTiBEa TPARWVTAG
ataAd T Tavia oTepéwong TpaupdTwy (WPS)
Silverlon®.

O1 Tawvieg oTepéwaong Tpaupdtwy (WPS) Silverlon®.

TpoopifovTal yia XPron wg Kal 7 NUEPES, aAAG n

auxvoTnTa aAAayng Tou emdETpoU EEOPTATAI ATTO

TNV KATdoTaon Tou TPalHaTOS Kal TNV TTOoOTNTA TWV

£€1I0pWHATWV.

o AQaIpETTE KOl QVTIKATAOTAOTE TNV TAIVIG OTEPEWONG
Tpaupdtwy (WPS) Silverlon®. étroTe emmiKaAu@Oei
£vtova e eg1dpwpaTa TAnywy A Bpavopata
TpaUpaTog.
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w Silverlon® Wound Packing Strips (WPS) m
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Device Description

Silverlon® Wound Packing Strips are sterile, single
layer, non-adherent, absorbent, antimicrobial
dressings, intended for use in wound management, to
reduce risk of wound infection.

Available as:

Code Size
WPS112 3 cmx30cm
WPS124 3cmx61cm

Silverlon® Wound Packing Strips contain silver to
provide an ancillary, local antimicrobial effect to
reduce the risk of wound infection by organisms
sensitive to silver. lonic silver is a broad spectrum
antimicrobial, which has been shown to be effective
against a range of pathogens associated with wound
infection. Silverlon® dressings have been tested in
vitro and found effective against microorganisms such
as: Enterococcus faecalis, Staphylococcus aureus,
Pseudomonas aeruginosa, Acinetobacter baumannii,
Enterobacter cloacae, Staphylococcus epidermidis,
and Klebsiella pneumoniae.

In vitro testing has shown Silverlon® dressings to be
MRI compatible.

Indications
Silverlon® Wound Packing Strips are professional use
wound dressings indicated for local management of:

* 1st and 2nd degree burns

» Donor and graft site wounds

» Traumatic and surgical wounds

» Diabetic, pressure and venous ulcers
* Infected Wounds*

*Silverlon® Wound Packing Strips may be used on
those infected wound types listed above. Where used
on infected wounds, the infection should be treated as
per local clinical protocol.

Silverlon® Wound Packing Strips are indicated for a
total duration of contact (i.e. where treatment involves
consecutive application of individual dressings) of up
to 30 days.

Warnings

» Do not use past expiration date on the product
packaging.

» Do not use if pouch is damaged or open.

« Clinicians / Healthcare Professionals should be
aware that there are very limited data on prolonged
and repeated use of silver containing dressings,
particularly in children and neonates.

+ Silverlon® dressings should not be used during
pregnancy or lactation because of the lack of data
concerning the effects of silver on reproduction.

» Do not use petroleum-based ointments or creams
under Silverlon® Wound Packing Strips.

* Do not moisten Silverlon® Wound Packing Strips
with hydrogen peroxide or povidone iodine.

+ Silverlon® Wound Packing Strips are intended for

single use only and should not be re-used. Re-use
may adversely affect the dressing’s performance
characteristics and also presents a risk of infection
to the patient.

+ Total duration of use of Silverlon® Wound Packing
Strips (i.e. where treatment involves consecutive
application of individual dressings) should not
exceed 30 days.

Contraindications

» Avoid using Silverlon® Wound Packing Strips on
patients with known sensitivity to silver or nylon.

+ Silverlon® Wound Packing Strips are not intended
for use on 3rd degree burns.

Adverse Reactions

Silverlon® Wound Packing Strips have been
subjected to independent standard in vitro and in
vivo biocompatibility tests, including cytotoxicity,
sensitization and intracutaneous reactivity. All tests
were performed in accordance with the International
Standard Organization (ISO) 10993 Standard Series
for Biological Evaluation of Medical Devices. The
results of these studies indicated that Silverlon®
Wound Packing Strips are safe for their intended use.

Instructions for Use

< Cleanse wound with sterile water, distilled water, or
normal saline, removing necrotic debris or eschar
as needed per local protocol.

» To allow for easy removal select the dressing size
that will leave at least 1 to 2 cm ('%”) of Silverlon®
Wound Packing Strip protruding from the wound.

» Trim dressing length as necessary.

» Activate Silverlon® Wound Packing Strip by
thoroughly moistening the dressing with sterile
water, distilled water, or normal saline.

» Gently pack wound per local protocol ensuring
maximum direct contact between Silverlon®
Wound Packing Strip and the wound bed.

» Cover and secure Silverlon® Wound Packing Strip
with conventional absorbent and non-occlusive
dressings per local protocol.

» To remove Silverlon® Wound Packing Strip, first
remove the outer dressing per local protocol, then
gently grasp and pull the protruding section of
Silverlon® Wound Packing Strip.

o If sticking of the dressing to the wound occurs,
moisten the dressing as needed with sterile
water, distilled water, or normal saline, until it
can be easily removed by gently pulling the
Silverlon® Wound Packing Strip.

+ Silverlon® Wound Packing Strips are intended
for use for up to 7 days, but dressing change
frequency will depend on wound condition and the
amount of exudates.

o Remove and replace Silverlon® Wound Packing
Strip whenever it becomes heavily coated with
wound exudates or wound debris.
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Popis pomocky

Pasky na tamponadu ran Silverlon® su sterilné,
jednovrstvové, neprilnavé, absorpéné, antimikrobialne
obvéazy uréené na pouzitie pri lieCbe ran, aby sa znizilo
riziko infekcie rany.

Dostupné ako:

Kéd Velkost
WPS112 3 cm x 30 cm
WPS124 3 cm x 61cm

Pasky na tamponadu ran Silverlon® obsahuju striebro,
ktoré poskytuje pomocny lokalny antimikrobialny
ucinok na znizenie rizika infekcie ran organizmami
citlivymi na striebro. l6nové striebro je Sirokospektralne
antimikrobialne ¢inidlo, o ktorom sa ukazalo, Ze je
ucinné proti mnozstvu patogénov spojenych s infekciou
ran. Obvazy Silverlon® boli testované in vitro a

zistilo sa, Ze su ucinné proti mikroorganizmom, ako
su: Enterococcus faecalis, Staphylococcus aureus,
Pseudomonas aeruginosa, Acinetobacter baumannii,
Enterobacter cloacae, Staphylococcus epidermidis a
Klebsiella pneumoniae.

Testovanie in vitro ukazalo, Ze obvazy Silverlon® su
kompatibilné s MRI.

Indikacie

Pasky na tamponadu ran Silverlon® su obvazy na rany
na profesionalne pouZitie uréené na miestne oSetrenie
nasledujucich ran:

« Popaleniny 1. a 2. stupnia

+ Rany v mieste darcu a Stepu

« Traumatické a chirurgické rany

« Diabetické, tlakové a Zilové vredy
* Infikované rany*

*Pasky na tamponadu ran Silverlon® sa m6zu pouzivat
na vy$sie uvedené infikované typy ran. Ak sa infekcia
pouziva na infikované rany, musi sa liecit podla
miestneho klinického protokolu.

Pasky na tamponadu ran Silverlon® su indikované na
celkové trvanie kontaktu (t. j. tam, kde lie¢ba zahfiia
postupnu aplikaciu jednotlivych obvazov) az do 30 dni.

Varovania

* Na obale produktu nepouzivajte datum exspiracie.

« Nepouzivajte, ak je vrecko poSkodené alebo
otvorené.

« Lekari / zdravotnicki pracovnici by si mali uvedomit,
Ze existuje len obmedzené mnoZstvo udajov
o dlhodobom a opakovanom pouZiti obvazov
obsahujucich striebro, najma u deti a novorodencov.

* Obvazy Silverlon® sa nemaju pouzivat po¢as
gravidity alebo laktacie, pretoze chybaju udaje o
ucinkoch striebra na reprodukciu.

* Pod paskami na tamponadu ran Silverlon®
nepouzivajte masti alebo krémy na baze ropy.

+ Pasky na tamponadu ran Silverlon® nevihcite
peroxidom vodika alebo povidén jédom.

« Pasky na tamponadu ran Silverlon® su uréené len
na jednorazové pouzitie a nemali by sa opakovane
pouzivat. Opakované pouzitie méZe nepriaznivo
ovplyvnit vykonnostné charakteristiky obvazu a tiez

Slovensky

predstavuije riziko infekcie pre pacienta.

« Celkové trvanie pouzitia pasok na tamponadu
ran Silverlon® (t. j. v pripade, Ze lie¢ba vyZzaduje
postupnu aplikaciu jednotlivych obvazov) nesmie
prekrocit’ 30 dni.

Kontraindikacie

« U pacientov so znamou citlivostou na striebro
alebo nylon nepouzivajte pasky na tamponadu ran
Silverlon®.

+ Pasky na tamponadu ran Silverlon® nie st uréené na
pouzitie pri popéleninach 3. stupria.

Neziaduce reakcie

Pasky na tamponadu ran Silverlon® sa podrobili
nezavislym Standardnym testom na biologicku
kompatibilitu in vitro a in vivo vratane cytotoxicity,
senzibilizacie a intrakutannej reaktivity. VSetky testy

sa uskutocnovali v stlade s normou Medzinarodnej
organizacie pre normalizaciu (ISO) 10993 pre biologické
hodnotenie zdravotnickych pomécok. Vysledky tychto
Studii naznacili, ze pasky na tamponadu ran Silverlon®
sU na uvedené pouzitie bezpecné.

InStrukcie na pouzivanie

» Ranu odistite sterilnou vodou, destilovanou vodou
alebo normalnym solnym roztokom a podla potreby
odstrarite nekroticky odpad alebo eschar podla
miestneho protokolu.

« Na ulah¢enie vyberania zvolte obvaz velkosti, pri
ktorej bude z rany vytf¢at najmenej 1 az 2 cm (%%")
pasky na tamponadu ran Silverlon®.

« Obvaz podia potreby skratte na pozadovanu dizku.

» Aktivujte pasku na tamponadu ran Silverlon®
doékladnym navlhéenim obvéazu sterilnou vodou,
destilovanou vodou alebo normalnym fyziologickym
roztokom.

« Ranu opatrne vypliite obvéazom v sulade s lokalnym
protokolom tak, aby bol zaisteny maximalny priamy
kontakt medzi paskou na tamponadu ran Silverlon®
a l6zkom rany.

» Pésku na tamponadu ran Silverlon® prekryte
a zaistite beznymi absorp&nymi a priepustnymi
obvazmi v sulade s lokalnym protokolom.

« Ak chcete odstranit pasku na tamponadu ran
Silverlon®, najskér v sulade s lokalnym protokolom
odstrarite vonkajsi obvaz, potom jemne uchopte a
potiahnite vy¢nievajucu ast pasky na tamponadu
ran Silverlon®.

o Ak dojde k prilepeniu obvazu k rane, navihéite
obvaz podla potreby sterilnou vodou, destilovanou
vodou alebo normalnym fyziologickym roztokom,
az kym sa nebude dat lahko odstranit jemnym
potiahnutim pasky na tamponadu ran Silverlon®.

+ Pasky na tamponadu ran Silverlon® su ur¢ené na
pouzitie v trvani az do 7 dni, ale frekvencia vymeny
obvazu bude zavisiet od stavu rany a mnozstva
exsudatu.

o Pasku na tamponadu ran Silverlon® odstrarite a
vymeiite vzdy, ked sa na nej nahromadi hruba
vrstva exsudatu alebo nedistot z rany.

w Silverlon® trakovi za zapiranje ran (WPS) m

PERFORMANCE. POWER. SPEED.
Opis pripomocka

Trakovi za zapiranj ran Silverlon® so sterilne,
enoplastne, nelepljive, resorbilne in antimikrobne obloge

za oskrbo ran z namenom, da se zmanj$a tveganje za
infekcijo rane.

Na voljo kot:

Sifra Velikost

WPS112 3 cm x 30 cm
WPS124 3 cm x 61cm

Trakovi za zapiranje ran Silverlon® vsebujejo srebro,
ki zagotavlja dodatno lokalno antimikrobno delovanje
in zmanjsuje tveganje za infekcijo rane z organizmi,
obcutljivimi na srebro. lonsko srebro je antimikrobno
sredstvo s Sirokim spektrom delovanja, ki dokazano
ucinkuje proti mnogim patogenom, povezanim

z okuzbami ran. Med in vitro testiranjem oblog
Silverlon® je bilo ugotovljeno, da le-te u¢inkujejo proti
mikroorganizmom, kot so: Enterococcus faecalis,
Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis in Klebsiella pneumoniae.

Med in vitro testiranjem je bilo dokazano, da so obloge
Silverlon® zdruZljive z napravo MRI.

Indikacije

Trakovi za zapiranje ran Silverlon® so obloge za rane,
namenjene strokovni uporabi in so indicirane za lokalno
oskrbo:

« opeklin 1.in 2. stopnje,

* ran na presaditvenem in odvzemnem mestu,

* hudih in kirurskih ran,

« razjed zaradi diabetesa, razjed zaradi pritiska in
venskih razjed,

« inficiranih ran.*

*Trakovi za zapiranje ran Silverlon® se lahko
uporabljajo za oskrbo zgoraj nastetih inficiranih ran. Pri
oskrbi inficiranih ran je treba infekcijo zdraviti skladno z
lokalnim klini¢nim protokolom.

Trakovi za zapiranje ran Silverlon® so indicirani za
celotno trajanje kontakta (tj. kadar zdravljenje zahteva
veckratno namestitev posameznih oblog), in sicer za
obdobje do 30 dni.

Opozorila

* Ne uporabljajte po roku uporabnosti, navedenem na
embalazi.

* Ne uporabljajte, ¢e je ovojnina poSkodovana ali
odprta.

« Zdravniki/zdravstveni delavci morajo upostevati, da
s0 razpoloZljivi podatki o dolgotrajni in ponavljajoéi se
uporabi oblog, ki vsebujejo srebro, zelo omejeni, Se
posebej pri otrocih in novorojenckih.

+ Obloge Silverlon® se ne smejo uporabljati med
nosecénostjo ali dojenjem, saj so podatki o ucinkih
srebra na reprodukcijo omejeni.

» Pod trakovi za zapiranje ran Silverlon® ne
uporabljajte maziv in krem na osnovi petroleja.

« Trakov za zapiranje ran Silverlon® ne vlazite z
vodikovim peroksidom ali povidon-jodom.

« Trakovi za zapiranje ran Silverlon® so namenjeni za

enkratno uporabo in se ne smejo uporabiti ponovno.
Ponovna uporaba lahko negativno vpliva na
ucinkovitost oblog in predstavlja tveganje za infekcijo
bolnika.

« Skupno trajanje uporabe trakov za zapiranje ran
Silverlon® (tj. kadar zdravljenje zahteva veckraten
nanos posameznih oblog) ne sme biti dalj$e od
obdobja 30 dni.

Kontraindikacije

« Trakov za zapiranje ran Silverlon® ne uporabljajte pri
bolnikih z znano preobgéutljivostjo na srebro ali najlon.

« Trakovi za zapiranje ran Silverlon® niso namenjeni
za zdravljenje opeklin 3. stopnje.

Nezeleni dogodki

Trakovi za zapiranje ran Silverlon® so bili neodvisno
testirani v standardnem in vitro ter in vivo okolju, in sicer
za citotoksi¢no, obcutljivostno in subkutano reaktivnost.
Vsi testi so bili izvedeni skladno s serijo standardov za
biolo$ko ovrednotenje medicinskih pripomockov 10993
Mednarodne organizacije za standardizacijo (1SO).
Rezultati teh $tudij indicirajo, da so trakovi za zapiranje
ran Silverlon® varni za svojo predvideno uporabo.

Navodila za uporabo

« Rano ocistite s sterilno vodo, destilirano vodo ali
obicajno fizioloSko raztopino ter pri tem po potrebi in
skladno z lokalnim protokolom odstranite nekroti¢ne
ostanke ali kraste.

« Za enostavno odstranjevanje izberite velikost
oblog, ki omogoc¢a, da vsaj 1 do 2 cm ('%") traku za
zapiranje ran Silverlon® ostane zunaj rane.

« Po potrebi prirezite dolzino traku.

+ Aktivirajte trak za zapiranje ran Silverlon® tako, da
oblogo temeljito navlazite s sterilno vodo, destilirano
vodo ali obi¢ajno fizioloSko raztopino.

» Skladno z lokalnim protokolom nezno zaprite rano
tako, da zagotovite maksimalen neposreden kontakt
med trakom za zapiranje ran Silverlon® in rano.

« Trak za zapiranje ran Silverlon® prekrijte ter
zavarujte z navadno resorbilno in neokluzivno
oblogo, in sicer skladno z lokalnim protokolom.

« Za odstranjevanje traku za zapiranje ran Silverlon®
najprej skladno z lokalnim protokolom odstranite
zunanjo oblogo, nato pa previdno primite in izvlecite
del traku za zapiranje ran Silverlon®, ki je zunaj rane.
oV primeru lepljenja na rano oblogo po potrebi

vlazite s sterilno vodo, destilirano vodo ali
obicajno fiziolosko raztopino, vse dokler je
ne morete enostavno odstraniti s previdnim
vle¢enjem traku za zapiranje ran Silverlon®.

« Trakovi za zapiranje ran Silverlon® so namenjeni
za obdobje uporabe do 7 dni, zahtevana pogostost
menjanja oblog pa je odvisna od stanja rane in
koli¢ine izcedka.

o Trak za zapiranje ran Silverlon® odstranite in
zamenjajte, Ce le ta vpije veliko koli¢ino izcedka
ali ostankov.



