Pansamente tampon pentru rani Silverlon®
Pansamente tampon pentru arsuri Silverlon®

PERFORMANCE. POWER. SPEED.

Descrierea dispozitivului

Pansamentele tampon pentru arsuri si pentru rani Silverlon®
sunt pansamente sterile, multistrat, neaderente, absorbante,
cu bariera antimicrobiana, destinate utilizarii topice in
tratamentul ranilor, pentru a reduce riscul de infectare a
ranilor.

Disponibil ca:

Cod Dimensiunea Cod Dimensiunea
tamponului tamponului

WPD22 5x5cm WPD310 8x25cm
WPD23 5x8cm WPD316 8 x40 cm
WPD26 5x15cm WPD44  10x12cm
WPD28 5x20cm BPD44 10x 12 cm
WPD210 5x25cm BPD48 10x 20 cm
WPD212 5x30cm BPD816 20 x40 cm

WPD38 8x20cm

Pansamentele tampon pentru arsuri si pentru rani Silverlon®
contin argint pentru a oferi un efect antimicrobian local
auxiliar, pentru a reduce riscul de infectare a ranilor de

catre organismele sensibile 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 tampon pentru arsuri si pentru rani
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

Pansamentele tampon pentru arsuri si pentru rani Silverlon®
sunt pansamente pentru rani de uz profesional destinate
utilizarii in tratamentul:

* Arsurilor de gradul 1 si 2

+ Ranilor donatorului si la nivelul grefei

+ Ulcerului diabetic, de presiune si venos
» Ranilor traumatice si chirurgicale

+ Ranilor infectate®

*Pansamentele tampon pentru arsuri si pentru rani
Silverlon® pot fi utilizate pe ranile infectate enumerate mai
sus. In cazul in care se utilizeaza pe rani infectate, infectia
trebuie tratata conform protocolului clinic local.

Pansamentele tampon pentru arsuri si pentru rani 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 repetatd a pansamentelor care contin argint,
n 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 pansamentul tampon pentru arsuri si pentru rani
Silverlon®.

* Nu umeziti pansamentele tampon pentru arsuri si pentru
rani Silverlon® cu peroxid de hidrogen sau povidon
iodinat.

» Pansamentele tampon pentru arsuri si pentru rani
Silverlon® sunt 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 pansamentelor tampon
pentru arsuri si pentru rani Silverlon® (adica atunci
cand tratamentul implica aplicarea consecutiva a
pansamentelor individuale) nu trebuie sa depaseasca
30 de zile.

Contraindicatii

+ Evitati utilizarea pansamentelor tampon pentru arsuri
si pentru rani Silverlon® la pacientii cu sensibilitate
cunoscuta la argint sau nylon.

« Pansamentele tampon pentru arsuri si pentru rani
Silverlon® nu sunt destinate utilizarii pe arsuri de gradul
3.

Reactii adverse

Pansamentele tampon pentru arsuri si pentru rani Silverlon®
au fost supuse unor teste standard independente de
biocompatibilitate in vitro si in vivo, inclusiv 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
studiilor au indicat faptul ca pansamentele tampon pentru
arsuri si pentru rani Silverlon® sunt sigure pentru utilizarea
prevazuta.

Instructiuni de utilizare

+ Curatati rana cu apa sterila, apa distilata sau solutie
salind normald, indepartand reziduurile necrotice sau
escare, dupa cum este necesar, conform protocolului
local.

» Alegeti dimensiunea tamponului pansamentului care sa
se suprapuna marginilor ranii cu 1-2 cm.

» Actionati pansamentul tampon pentru arsuri si pentru rani
Silverlon® prin umezirea completa cu apa sterild, apa
distilata sau solutie salina normala.

» Pozitionarea pansamentului tampon pentru arsuri
si pentru rani Silverlon® trebuie sé fie asezat direct
pe rana, iar partea argintie a pansamentului sa fie in
contact cu pielea; fixati cu un pansament extern conform
protocolului local.

o Tn cazul ranilor exudante, utilizati un pansament
absorbant extern la alegere.

o In cazul ranilor uscate, utilizati un pansament extern
care oferd umiditate, cum ar fi hidrocoloidul sau cu
banda din spuma sau tifon preumezita.

« \Verificati periodic marginile pansamentului Silverlon®
pentru a va asigura ca se mentine un nivel corect de
umiditate.

« Pansamentul tampon pentru arsuri si pentru rani
Silverlon® poate fi utilizat pana la 7 zile, dar poate
necesita schimbari mai frecvente in functie de conditia
ranii si de acumularea de exsudat.

« Pentru a indeparta pansamentul tampon pentru arsuri si
pentru rani Silverlon®, mai intai indepartati pansamentul
extern conform protocolului local, apoi apasati usor pielea
din jur in timp ce ridicati marginile pansamentului.

o In cazul in care pansamentul se lipeste de ran,
umeziti pansamentul cu apa sterila, apa distilata
sau solutie salind normala, dupa cum este necesar,
pana cand acesta poate fi indepartat cu usurinta prin
ridicarea usoara a colturilor.
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Mepiypagr cUOKEUNG

To emBépaTa TpAUPATOG JE TAPTIOV KAl EMBOEPATA EYKAUPATOG
He TapTrév Silverlon® gival atrooTeipwpéva, TTOAMATTAWY
OTPWOEWY, HN TTPOCKOAANTIKE, aTTOpPO@NTIKA, AVTIHIKPORBIaKA

€MBOEPATA TTOU TTAPEXOUV PPAYUS, TTOU TTPOOopIJovTal yia TOTTIKN
Xprion oTn SIaXEIPIoN TPAUHATWY.

Al08éoipo wg:

Kwdikég MéyeBog taumév  Kwdikdég MéyeBog Taptrov

WPD22 5x5cm WPD310 8 x25cm
WPD23 5x8cm WPD316 8 x 40 cm
WPD26 5x15¢cm WPD44  10x 12 cm
WPD28 5x20cm BPD44 10x12cm
WPD210 5x25cm BPD48 10 x20 cm
WPD212 5x30cm BPD816 20 x40 cm

WPD38 8x20cm

To emBépaTa TPAUPATOG HE TAUTIOV KAl ETTIBEPATA EYKAUPATOG
He TapTrév Silverlon® TTePIEXOUV APYUPO YIa VO TTAPEXE! Eva
BonBNTIKS, TOTTIKG AVTIMIKPORIAKS ATTOTEAETHA YIa TN HEiwon
TOU KIVOUVOU POAUVONG TWV TPAUNETWY aTTd opyaviopoug
€uaioBnToug 01O APYUPO.TO IWVIKS GPYUPO Eival éva
QVTIPIKPOBIAKS EUPEOG PATHATOG, TO OTTOIO £XEI ATTODEIXOET
AT gival aTTOTEAEOATIKG £VaVTI HIaG OEIPAG TTaBoydvwy TTou
oxetifovtal pe poAuvon Tpaupatog. Ta emBépara TpalpaTog
HE TAPTTOV Kal £TMOEPaTA eyKaUPaTOg pE TapTév Silverlon®
£X0UV SOKIMOOTEF in vitro kal BPEBnkav aTroTeAETUATIKG £vavT
HiIKkpoopyaviopwy 6Twg:Enterococcus faecalis, Staphylococcus
aureus, Pseudomonas aeruginosa, Acinetobacter Baumannii,
Enterobacter cloacae, Staphylococcus epidermidis kai
Klebsiella pneumoniae.

O1 dokipég in vitro £dei§av ol Ta emBépaTa Silverlon® eival
oupBata pe MRI.

Evdeieig

To emBépaTa TpAUPATOG JE TAPTIOV KAl EMBEPATA EYKAUPATOG
He Taptrév Silverlon® givar emBépaTa TTou TTpoopidovTal yia
ETTAYYEAPATIKA XPAON TPAUPATWY TTOU TTPOOPIZETAl VIO TOTTIKN
dlaxeipion:

*  Eykaupdrtwyv 1ou kai 20u Baduou.

*  Tpaupdtwy 3TN Kl HOOXEUPATOG

*  AlaBNTIKWY, TTEONG Kal AERIKWV EAKWV

*  TPOaUPATIKWY KAl XEIPOUPYIKWV TPAUPGTWY
*  HOAUGHEVWV TPAUPATWV*

*Ta emBépara TPAUPATOG UE TAPTIOV Kal EMBEPATA EYKAUPATOG
He TapTrév Silverlon® ptropei va xpnaoipotroindei ota
HoAUCUEVA TPAUWATA TTOU ava@épovTal TTapatravw.Otav
XPNOIHOTIoIoUVTAl O HOAUTPEVD TPAUHATA, N AOiMWEN TTPETTE
Va QVTIPETWTTIETA OUMPWVA PE TO TOTTIKG KAIVIKO TTPWTOKOAAO.

To emBépaTa TPAUPATOG JE TAPTIOV KAl EMBOEPATA EYKAUPATOG
He TapTrév Silverlon® utrodeikvUovTal yia GUVOAIKR SIdpKeIa
eTa@ng (dnA. 6mou n Bepameia TepIAapBavel dladoxIKn
£QPAPHOYN HEHOVWHEVWY ETIBETHWY) £wG Kal 30 NUEPWV.

Mposidotroinoeig

* Mnv XpnOIUOTIOIEITE UETG TNV NUEPOMUNVIa AENG OTN
OUOKEUOOIa TOU TTPOIGVTOG.

¢ Mnv TO XPNOIMOTIOIEITE EQV TO PAKEAAKI EIVAI KATETTPAUUEVO
1 QVOoIXTO.

«  O1yiatpoi / eTrayyeAdaTieg uyeiag TPETE va yvwpidouv
ATI UTTEPXOUV TTOAU TTEPIOPITHEVA BEDOUEVA OXETIKA HE
TTapateTapévn Kai eavaAapBavopevn xpron emoOeuaTwy
TIOU TTEPIEXOUV GPYUPO, IBIaITEPT O€ TTAISIA KOl VEOYVA.

*  Ta emBépara Silverlon® dev TIPETTEN va XpNOIJOTIOIOUVTA
KaT& TN SIGPKEI TNG EYKUPOOUVNG 1) TNG yahouyiag Adyw
NG EANEIYPNG BEDOPEVWV OXETIKA HE TIG ETTITITWOEIG TOU
apyUupou OTNV avaTapaywyr.

*  Mnv xpnoigotoigite ahoIQEG 1} KpEES PE BAan To TIETPEAQIO
KATW a1ré TO ETMOEUA TPAUPATOG HE TAPTTOV Kal ETTIOEUATA
£yKkaUpaTog Pe TapTrov Silverlon®

* Mnv BpéxeTe Ta £MOEUATA TPAUPATOG PE TAPTTOV Kal
emOEpaTa eykaupaTog pe TapTrév Silverlon® pe utrepogeidio
TOoU UBPOYAVOU 1 1WSIoUXO TTORIBOVN.

*  Ta emBépara TPalPATOG HE TAUTIOV Kal ETIBEPATA
eykaupaTog Pe TapTov Silverlon® TrpoopidovTal yia pia
XPNon povo kal Oev TTPETTEN va ETTAvVayPNaipoTTolodvTal.H
ETTAVAXPNOIPOTIOINON WTTOPET va ETINPEGTEI APVNTIKG TO
XOPAKTNPIOTIKE aTT6d00NG TOU ETTIBEPATOG Kal ETTIONG
Tapouciddel Kivduvo poAuvong aTov aoBevr.

* H ouvohikr} Sidpkeia Xpriong Twv £MBEPATWY TPAUPATOG
HE TAUTIOV Kol €mMBEpaATa eyKaUPaTOG pe TapTrév Silverlon®
(dnA. 610U N Bepartreia TepIAapBavel SIadoxXIKN epapHoyh
HEPOVWHEVWY ETIOETUWY) BEV TIPETTEI VA UTTEPBAIVEI TIG
30 nuépeg.

Avrevdeigeig

*  AToQUYETE TN Xprion £mMBEPATWY TPAUYATOG HE TAUTIOV Kal
emOEpaTa eykaupatog pe TapTov Silverlon® o€ aoBeveig e
YVWOoTH euaiobnaia aTov Gpyupo 1 To VAIAOV.

*  Ta emBépara TPalPATOG HE TAUTIOV Kal ETIBEPATA
eykaupaTog pe TapTov Silverlon® dev rpoopidovTal yia
xprion o€ eykatpara 3ou Babuou.

AveIOUUNTEG EVEPYEIEG

To emBépaTa TPAUPATOG JE TAPTIOV KAl EMBEPATA EYKAUPATOG
He TapTrov Silverlon® £xouv uTtoBANBEi o€ avetdptnTa
TpéTUTIa SOKIYEG BlooupBaToTnTag in vitro kai in vivo,
OUMTTEPIAAUBAVOUEVWY KUTTAPOTOEIKATNTAG, EUaioBnTOTIOINONG
Kal evOOJEPUIKNAG avTISPaaTIKOTNTAG. OAEG Ol SOKIUEG
TIpaypaToTroIdnkav oupgwva Pe Tov Alebvr) Tutrotroinpévo
Opyaviopo (ISO) 10993 Standard Series yia Biohoyikr
A&IoAdynon laTpikwV ZUoKeUWV. Ta ATTOTEAETHATA QUTWY TWV
HEAETWV EDeIEav OTI Ta €MBEPATA TPAUPATOG JE TAPTTOV Kall
emBépaTa eykaupaTog pe TapTrév Silverlon® ival ao@alr yia
TNV TTpoopIfdUEVN XPAON TOUG.

Odnyieg xpriong

*  KaBapioTe TNV TTANYI HE ATTOOTEIPWUEVO VEPO,
ATTOOTAYUEVO VEPS 1} PUTIOAOYIKO 0P, ATTOPAKPUVOVTAG Tal
VEKPWTIKG Bpatopata 1) eoxdpa OTIwg aTraiTeital CUPPWVA
HE TO TOTTIKO TTPWTOKOAAO.

*  EmAEETE Ta emBEPaATA TPAUPATOG UE TAPTIOV PEPEYEBOG
£TMOEPATOG TTOU ETTIKAAUTITEI T TIEPIBWPIC TOU TPAUPATOG
Kard 1-2 cm.

» EvepyotroifoTe 10 €MiBepa TPAUYATOG HE TAUTIOV Kal
emOEpaTa eykaupatog pe Tapumov Silverlon® diaBpéxovTag
TO JE ATTOOTEIPWHEVO VEPO, ATTOOTAYHEVO VEPOD 1
PUOI0AOYIKO OPO.

*  ToToBeTAOTE TO ETOEPA TPAUPATOG PE TAPTIOV Kall
£mMOEpaTa eykaupatog pe Taumov Silverlon® €101 WoTe TO
£TiBepa va BpiokeTal akpIBWS TTavw atréd TV TTANYA Kai n
aonpévia TTAEUPE TOU ETTIOECHOU VO £PXETAI OE ETTAPNA PE
T0 BépHa. aOPAAIOTE PE EEWTEPIKO ETTIOECHO avaAoya UE TO
TOTTIKO TTPWTOKOAAO.

o Ma Tpavpata Ye €§idpwan, XPNOIYOTIOINOTE évav
€CWTEPIKO ATTOPPOPNTIKO ETTIGECHO TNG ETTIAOYNG TOG.

o Ma &npég TTANYEG, XPNOIPOTTOINOTE EWTEPIKG ETTIOETHO
TTOU TTOPEXEI UYPATia, OTIWG USPOKOANOEIDEG 1| TTPO-
uypapévo agppd f yada.

*  EAéyxete Tepiodikd Ta dkpa Tou emOEpaTog Silverlon®
yia va BeBaiweite 6T SlaTnEOUVTAI T CWOTA ETTITTESA
uypaaiag.

*  Ta emBépara TPalPATOG HE TAUTIOV Kal ETIBEPATA
eykaupaTog Pe TapTov Silverlon® ptropolv va
XPNOIPOTIoINBoUV €wg Kal 7 NUEPES, GAAG pTTOPET Va
aTmraitouv ouxveTepn aAlayr) avaAoya e TNV KATAOTAGH TOU
TPAUPATOG KAl TN CUCCWPEUOT E§ISPWHATOG.

»  Ta va a@aipéoeTe To €TTOEUA TPAUPATOG JE TAPUTIOV KAl
emOEpaTa eykaupatog pe TapTéov Silverlon® agaipéoTe
TIPWTA TO EEWTEPIKS ETTIOETHO avAAoya PE TO TOTTIKO
TIPWTOKOAAO Kall, OTN CUVEXEID, TTIECTE ATTAAG TO TTEPIBAANOV
OEPUA EVW) ONKWVETE TA GKPA TOU ETTIOEPATOG.

o EQv 10 £TMiBepa TpookoAANBEi 0TO TPAUA, UYPAVETE TO
ETMOEPA PE ATTOOTEIPWHEVO VEPO, ATTOOTAYHEVO VEPS 1
PUOI0AOYIKO 0p0, Ewg BTOU PTTOPET Va aPaipeBei EUKOAX
TO €MiBEPA TPABWVTAG ATTAAG TIG GKPEG.
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Device Description

Silverlon® Wound Pad and Burn Pad Dressings are
sterile, multi-layer, non-adherent, absorbent, antimicrobial
barrier dressings, intended for topical use in wound
management, to reduce risk of wound infection.

Available as:

WPD22 5x5cm WPD212  5x30cm BPD44 10x12cm
WPD23 5x8cm WPD38  8x20cm BPD48 10x20 cm
WPD26 5x15cm  WPD310 8x25cm BPD816 20 x 40 cm
WPD28 5x20cm  WPD316 8x40cm

WPD210 5x25cm  WPD44  10x12cm

Silverlon® Wound Pad and Burn Pad Dressing 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®
Wound Pad and Burn Pad 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 Pad Dressing and Burn Pad Dressings
are professional use wound dressings intended for
management of:

« 1stand 2nd degree burns

+ Donor and graft site wounds

« Diabetic, pressure and venous ulcers
» Trauma and surgical wounds

* Infected wounds*

*Silverlon® Wound Pad and Burn Pad Dressings may be
used on the infected wounds listed above. Where used

on infected wounds, the infection should be treated as per

local clinical protocol.

Silverlon® Wound Pad and Burn Pad Dressings Dressings

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 Pad and Burn Pad Dressing.

* Do not moisten Silverlon® Wound Pad and Burn Pad
Dressings with hydrogen peroxide, or povidone iodine.

+ Silverlon® Wound Pad and Burn Pad Dressings
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

Silverlon® Wound Pad Dressings
Silverlon® Burn Pad Dressings

Argentum Medical, LLC
2571 Kaneville Ct
Geneva, IL 60134 USA
Tel. (+1) 888.551.0188
Fax. (+1) 888.558.9923
www.silverlon.com

infection to the patient.

» Total duration of use of Silverlon® Wound Pad and
Burn Pad Dressings (i.e. where treatment involves
consecutive application of individual dressings) should
not exceed 30 days.

Contraindications

» Avoid using Silverlon® Wound Pad and Burn Pad
Dressings on patients with known sensitivity to silver
or nylon.

+ Silverlon® Wound Pad and Burn Pad Dressings are
not intended for use on 3rd degree burns.

Adverse Reactions

Silverlon® Wound Pad and Burn Pad Dressings 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 the studies
indicated that Silverlon® Wound Pad and Burn Pad
Dressings 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.

» Select the dressing pad size that overlaps the wound
margins 1-2 cm.

+ Activate Silverlon® Wound Pad and Burn Pad Dressing
by thoroughly moistening with sterile water, distilled
water, or normal saline.

» Position Silverlon® Wound Pad and Burn Pad Dressing
so that the pad is directly over the wound and the silver
side of the dressing is in contact with the skin; secure
with outer dressing per local protocol.

o For exudating wounds, use an outer absorbent
dressing of choice.

o For dry wounds, use a moisture-donating outer
dressing such as hydrocolloid or pre-moistened
foam or gauze.

« Periodically check the edges of the Silverlon® dressing
to ensure that correct moisture levels are being
maintained.

« Silverlon® Wound Pad Dressing and Burn Pad
Dressing may be used for up to 7 days, but may
require more frequent changing depending on wound
condition and exudate build-up.

» To remove Silverlon® Wound Pad and Burn Pad
Dressing first remove outer dressing per local protocol,
then gently depress surrounding skin while lifting pad
dressing edges.

o If sticking of the dressing to the wound occurs,
moisten the dressing with sterile water, distilled
water, or normal saline as needed, until it can be
easily removed by gently lifting the corners.



Tampoénové obvazy na rany Silverlon®
Tampénové obvazy na popaleniny Silverlon®
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Popis pomocky

Tampodnové obvazy na rany a popaleniny Silverlon®
su sterilné, viacvrstvové, neprilnavé, absorpéné,

antimikrobialne bariérové obvazy uréené na lokalne
pouzitie pri liecbe ran, aby sa znizilo riziko infekcie ran.

Dostupné ako:

Koéd Velkost tampénu  Koéd Velkost' tampénu
WPD22 5x5cm WPD310 8 x25cm

WPD23 5x8cm WPD316 8 x40 cm

WPD26 5x15cm WPD44 10x12cm
WPD28 5x20cm BPD44 10x12cm
WPD210 5x25cm BPDA48 10x20 cm
WPD212 5x30cm BPD816 20 x 40 cm

WPD38 8 x20cm

Tampodnové obvazy na rany a popaleniny Silverlon®
obsahuju striebro, ktoré poskytuje pomocny lokalny
antimikrobialny uc¢inok na znizenie rizika infekcie ran
organizmami citlivymi na striebro. I6nové striebro je
Sirokospektralne antimikrobialne ¢inidlo, o ktorom sa
ukazalo, Ze je ucinné proti mnozstvu patogénov spojenych
s infekciou ran. Tamponové obvazy na rany a popaleniny
Silverlon® boli testované in vitro a zistilo sa, Ze su u¢inné
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

Tampoénové obvézy na rany a popaleniny Silverlon®
su obvazy na rany na profesionalne pouzitie ur¢ené na
oSetrovanie nasledovnych ran:

* Popaleniny 1. a 2. stupna

* Rany v mieste darcu a Stepu

» Diabetické, tlakové a zilové vredy
« Traumatické a chirurgické rany

* Infikované rany*

*Tampoénové obvazy na rany a popaleniny Silverlon® sa
moézu pouzit na vyssSie uvedené infikované rany. Ak sa
infekcia pouziva na infikované rany, musi sa liecit' podla
miestneho klinického protokolu.

Tampodnové obvazy na rany a popaleniny Silverlon® su
indikované na celkové trvanie kontaktu (t. j. tam, kde
lieCba zahffia 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,
najmé u deti a novorodencov.

« Obvazy Silverlon® sa nemaju pouzivat pocas gravidity
alebo laktacie, pretoze chybaju udaje o ucinkoch
striebra na reprodukciu.

* Pod tampdénovymi obvazmi na rany a popaleniny
Silverlon® nepouzivajte masti alebo krémy na baze
ropy.

« Tamponové obvazy na rany a popaleniny Silverlon®
nevlh¢ite peroxidom vodika alebo povidén jédom.

« Tamponové obvazy na rany a popaleniny Silverlon®

su uréené len na jednorazové pouzitie a nesmu sa
opakovane pouzivat. Opakované pouZzitie méze
nepriaznivo ovplyvnit vykonnostné charakteristiky
obvazu a tiez predstavuje riziko infekcie pre pacienta.

« Celkové trvanie pouzitie tamponovych obvazov na
rany a popaleniny Silverlon® (t. j. v pripade, Ze lie¢ba
vyzaduje postupnu aplikaciu jednotlivych obvazov)
nesmie prekrocit 30 dni.

Kontraindikacie

« U pacientov so znamou citlivostou na striebro alebo
nylon nepouzivajte tampénové obvéazy na rany a
popéleniny Silverlon®.

« Tamponové obvazy na rany a popaleniny Silverlon®
nie su uré¢ené na pouzitie pri popaleninach 3. stupna.

Neziaduce reakcie

Tampoénové obvézy na rany a popaleniny Silverlon® sa
podrobili nezavislym $tandardnym testom na biologicku
kompatibilitu in vitro a in vivo vratane cytotoxicity,
senzibilizacie a intrakutannej reaktivity. VSetky testy

sa uskutocnovali v sulade s normou Medzinarodnej
organizacie pre normalizaciu (ISO) 10993 pre biologické
hodnotenie zdravotnickych pomécok. Vysledky studii
naznacili, Ze tamponové obvazy na rany a popaleniny
Silverlon® su pre zamyslané pouzitie bezpecné.

Instrukcie na pouzivanie

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

* Vyberte velkost tamponového obvazu, ktory prekryva
okraje rany o 1 az 2 cm.

« Tamponové obvazy na rany a popaleniny Silverlon®
aktivujte dokladnym navlhéenim sterilnou vodou,
destilovanou vodou alebo normalnym fyziologickym
roztokom.

«  Tamponové obvazy na rany a popaleniny Silverlon®
umiestnite tak, aby tampén bol priamo na rane a aby
strieborna strana obvazu bola v kontakte s pokozkou;

zaistite vonkajs$im obvazom podla miestneho protokolu.

o Na exsudujuce rany pouzite vonkaj$i absorpcny
obvaz podla vyberu.

o Na suché rany pouzite vonkaj$i obvaz dodavajuci
vlhkost, ako je hydrokoloid alebo predvih¢ena pena
alebo gaza.

« Okraje obvéazu Silverlon® pravidelne kontrolujte, aby
ste sa uistili, Ze je udrziavana spravna uroven vlhkosti.

+  Tamponové obvézy na rany a popaleniny Silverlon®
sa mozu pouzivat az 7 dni, ale mézu si vyzadovat
CastejSie vymeny v zavislosti od stavu rany a
nahromadenia exsudatu.

* Ak chcete odstranit tampoénové obvazy na rany a
popéleniny Silverlon®, najskor odstrarite vonkajsi
obvéz podla miestneho protokolu, potom jemne stlacte
okolitu kozu a sucasne zdvihajte okraje tampdnového
obvéazu.

o Ak dojde k prilepeniu obvazu k rane, navihcite
obvéaz podla potreby sterilnou vodou, destilovanou
vodou alebo normalnym solnym roztokom, az kym
sa nebude dat lahko odstranit jemnym zdvihnutim
rohov.

Slovensky

PERFORMANCE. POWER. SPEED.

Opis pripomocka

Obloge za rane in opekline Silverlon® so sterilne,
vecplastne, nelepljive, resorbilne in antimikrobne zas¢itne
obloge za povrsinsko oskrbo ran z namenom, da se
zmanj$a tveganje za infekcijo rane.

Na voljo kot:

Sifra Velikost blazinice ~ Sifra Velikost blazinice
WPD22 5x5cm WPD310 8 x 25 cm

WPD23 5x8cm WPD316 8 x 40 cm

WPD26 5x 15cm WPD44 10 x 12 cm
WPD28  5x20cm BPD44  10x12cm
WPD210 5x25cm BPD48  10x20cm
WPD212 5x 30 cm BPD816 20 x 40 cm

WPD38 8 x20cm

Obloge za rane in opekline Silverlon® vsebujejo srebro,
ki zagotavlja dodatno lokalno antimikrobno delovanje

in zmanjsuje tveganje za infekcijo rane z organizmi,
obdutljivimi 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 za rane in opekline
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
Obloge za rane in opekline Silverlon® so namenjene za
strokovno povijanje ran pri oskrbi:

« opeklin 1.in 2. stopnje,

* ran na presaditvenem in odvzemnem mestu,

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

« poskodb in kirurskih ran,

« inficiranih ran.*

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

Obloge za rane in opekline Silverlon® so indicirane 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
so razpoloZljivi podatki o dolgotrajni in ponavljajoci se
uporabi oblog, ki vsebujejo srebro, zelo omejeni, Se
posebej pri otrocih in novorojenckih.

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

* Pod oblogami za rane in opekline Silverlon® ne
uporabljajte maziv in krem na osnovi petroleja.

* Oblog za rane in opekline Silverlon® ne vlazite z
vodikovim peroksidom ali povidon-jodom.

+ Obloge za rane in opekline Silverlon® so namenjene

Silverlon® obloge za rane
Silverlon® obloge za opekline

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 oblog za rane in opekline
Silverlon® (tj. kadar zdravljenje zahteva veckraten
nanos posameznih oblog) ne sme biti daljSe od
obdobja 30 dni.

Kontraindikacije

« Oblog za rane in opekline Silverlon® ne uporabljajte pri
bolnikih z znano preobcutljivostjo na srebro ali najlon.

« Obloge za rane in opekline Silverlon® niso namenjene
za zdravljenje opeklin 3. stopnje.

Nezeleni dogodki

Obloge za rane in opekline Silverlon® so bile neodvisno
testirane 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
biolosko ovrednotenje medicinskih pripomockov 10993
Mednarodne organizacije za standardizacijo (1SO).
Rezultati teh $tudij indicirajo, da so obloge za rane in
opekline Silverlon® varne za svojo predvideno uporabo.

Navodila za uporabo

» Rano odistite s sterilno vodo destilirano vodo ali
obi¢ajno fiziolo§ko raztopino ter pri tem po potrebi in
skladno z lokalnim protokolom odstranite nekroti¢ne
ostanke ali kraste.

» Izberite velikost obloge, ki robove rane prekriva za
1-2 cm.

« Aktivirajte oblogo za rane ali opekline Silverlon® tako,
da oblogo temeljito navlazite s sterilno vodo, destilirano
vodo ali obi¢ajno fiziolo$ko raztopino.

+ Namestite oblogo za rane ali opekline Silverlon® tako,
da oblogo poloZite neposredno ¢ez rano in da je stran
obloge, ki vsebuje srebro, v stiku s kozo; skladno z
lokalnim protokolom prekrijte z zunanjim povojem.

o Priranah z izcedkom uporabite poljuben resorbilen
zunanji povoj.

o Pri suhih ranah uporabite vlazilen zunaniji povoj,
kot sta hidrokoloidni povoj ali predhodno navlazena
pena oz. gaza.

» Pogosto preverjajte robove obloge Silverlon® in tako
zagotovite, da se ohranja ustrezna raven vlaznosti.

« Obloge za rane in opekline Silverlon® se lahko
uporabljajo do 7 dni, vendar je lahko glede na stanje
rane in nabiranje izcedka potrebno pogostejSe
previjanje.

« Pri odstranjevanju oblog za rane in opekline Silverlon®
najprej skladno z lokalnim protokolom odstranite
zunanji povoj, nato pa nezno pritisnite na kozo v okolici
rane in oblogo privzdignite ob njenih robovih.
oV primeru lepljenja na rano oblogo po potrebi

vlazite s sterilno vodo, destilirano vodo ali obi¢ajno
fiziolo$ko raztopino, vse dokler je ne morete
enostavno odstraniti s previdnim privzdigovanjem
robov.



