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
WPS-112 3cm x 30 cm
WPS-124 3cmx61cm

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.

Benzile pentru pansarea ranilor Silverlon® sunt recomandate pentru
utilizarea de cétre furnizorii de servicii medicale si profesionistii din
domeniul sénatatii si de catre personalul de specialitate medico-
sanitar.

Destinatia de utilizare
Pansamentele Silverlon® sunt destinate utilizarii pentru gestionarea
ranilor prin minimizarea sau eliminarea prezentei agentilor patogeni
si a reziduurilor din rani.

Indicatii
Benzile pentru pansarea ranilor Silverlon® sunt pansamente pentru
rani de uz profesional, indicate pentru gestionarea ranilor acute si
cronice cu extensie a leziunilor deschise in profunzime (tunelizare) si
prin erodare localé (subcutanat) in cadrul ranilor cavitare, inclusiv:

* Ranilor traumatice si chirurgicale

* ulcerele piciorului diabetic, de presiune si varicoase.

+ 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 tratatd 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.

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

» Evitati contactul cu electrozii sau cu gelurile conductive in timpul
masuratorilor electronice, de ex., EEG si ECG.

* Nu umeziti benzile pentru pansarea ranilor Silverlon® cu peroxid
de hidrogen sau povidon iodinat.

» Daca pacientii prezinta reactii alergice precum vezicule, prurit,
iritatie, roseata, eruptii sau modificari semnificative ale culorii
pielii, intrerupeti utilizarea si/sau contactati furnizorii de servicii
medicale.

+ in cazul unei infectii cu manifestéri clinice, argintul topic nu
inlocuieste nevoia de terapie sistemica sau de un alt tratament
adecvat al infectiilor.

» Benzile pentru pansarea ranilor 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.

» Caurmare a numarului limitat de date clinice, pansamentele tip
benzi pentru pansarea ranilor Silverlon® nu trebuie utilizate pe
copii, bebelusi, sugari prematuri, nou-nascuti, femei gravide si
care alapteaza.

Contraindicatii
* Nu utilizati benzile pentru pansarea ranilor Silverlon® pe
pacientii cu o sensibilitate cunoscuta la argint sau nailon.

Meprypa@n ouoKeung

O Tawvieg atepéwong Tpaupatwy (WPS) Silverlon® eival
QTTOOTEIPWHEVA, HOVAG OTPWONG, KN TTPOOKOAANTIKE, aTroppo@nTIKd,
avTIHIKpoBIOoKd eBEpaTa, TTou TTpoopiovTal yia TOTTIKF Xprion oTn
dlaxeipion TpauPAaTWY.

Ala8éoipo wg:

Kwdikdég MéyeBog
WPS-112 3cm x30cm
WPS-124 3cmx61cm

O1 Tawvieg oTepéwong Tpaupdtwy (WPS) Silverlon® trepiéxouv
dpyupo yia va TTapéxel Eva BondnTikd, TOTTIKG avTIHIKPORIaKS
aTTOTEAETHA YIa TN PEiwon Tou KIvOUVOU HOAUVONG TWV TPAUNATWY
a1é opyaviopoUg uaiodnToug aTov apyupo.To IwviKé apyupo Eival
£va avTIPIKPOPIakd EUPEOG PAOHATOG, TO OTTOIO £XEI ATTOBEIKOET OTI
€ival aTTOTEAEGPATIKO £vavTl pIag O€IPAg TTaBoydvwy TToU GXETICovVTal
pe péAuvon Tpavpatog. Ta embépara Silverlon® £xouv dokigaoTei in
vitro kal BpéOnkav aTroTEAEOHATIKA EVAVTI HIKPOOPYQVIOHWY
émmwg:Enterococcus faecalis, Staphylococcus aureus, Pseudomonas
aeruginosa, Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis kai Klebsiella pneumoniae.

O1 Tawvieg oTeipwaong Tpaupdtwy Silverlon® cuvioTwvTal yia Xprion
atrd eTTayyeAPATIEG TTAPOXOUG PPOVTIDAG UYEING KI ETTAYYEAATIEG
KAWVIKAG TEPIBaAYNG.

MpoBAemopevn xprion

Ta emBéparta Silverlon® éxouv axedIOOTEl yia XpAon yia Tn
Slaxeipion TPAUPATWY EAAXIOTOTTOIWVTAG I} GaAgipovTag TNV
TTapoucia TTaBoyovwy Ki akabapoiwy atnv TAnyn.

Evdeigeig
O Tawvieg ateipwong Tpaupatwy Silverlon® eival eTTideapol
TPAUMATWY Yia ETTAYYEAATIKA XPrion TTou TTpoopifovTal yia Xprion o€
oégia kal xpdvia TpalpaTa JE onNEAYyoTToinon Kal UTTOOKA®r Jéoa
oTNV KOIAOTNTA TWV TPAUPATWY, CUPTTEPIAQUBavopévou:

*  TPaUUATIKWY KOl XEIPOUPYIKWY TPAUPATWY

*  AlaBnTIKG €AKN, €AKN TTEONG KI ayYEIOKA €AKN

¢ MoAuopévwy TpaupdTwv*

*O1 Tanvieg oTepéwang TpaupdTwy (WPS) Silverlon® ptropolyv va
XpnoipoTroinBolyv o€ autoug TOUG HOAUCUEVOUG TUTTOUG TPAUNATWY
TTOU ava@épovTal TTapatdvw.OTav XpnoipoTrololvTal G€ JOAUGUEVA
TpavpaTta, N Aoipwén TTPETTEI va AVTIMETWTTICETAI CUPPWVA HJE TO
TOTTIKG KAIVIKO TTpWTOKOAAO.

O1 Tawvieg oTepéwang Tpaupdtwy (WPS) Silverlon® utrodeikviovTtal
yia GuvoAikn didpkela eTTapng (dnA. éTTou n Bepartreia TepIAAUBAveE
SIad0XIKN EPAPHOYH HEHOVWHEVWY EMDETHWY) £WG Kal 30 NUEPWV.

MposidoTrooeig

* Mnv XpnoigoTrolgite HETA TNV NuEPOPNVia ARENG OTn ouokKeuaaoia
TOU TTPOIGVTOG.

* Mnv To XpnoidoTTOIEITE EGV TO PAKEAGKI Eival KATEOTPAUPEVO 1
QVOIXTO.

*  Mnv XpnoIUOTIOIEITE AAOIPEG I} KPEPEG E BATN TO TTETPEAQIO
KaTW atmé Taivieg oTepéwong TpaupaTwy (WPS) Silverlon®.

«  ATTo@UyeTE TNV £TTAPR PE NAEKTPODIA 1) AYWYIHEG YEAEG KATA TIG
nAekTpovikég petprioeig .x. HEN kai HKT .

*  Mnv Bpéxete TIg Tauvieg oTepéwang Tpaupdtwy (WPS)
Silverlon®pg utrepoteidio Tou udpoydvou 1 1wdioUxo TToRIBSVN.

« Edv o1 aoBeveig eppaviocouv katroia aAAEPYIK avTidpaon 6TTwg
@AuKTaIVOTTOINGT, EPEBITUO, EPUBPATNTA, DEPUATIKA £EavOruaTa
1) ONUAVTIKO ATTOXPWHATIONO, SIAKOWTE TN Xerion f/ki
ETTIKOIVWVAOTE PE TOUG ETTAYYEAUATIEG PPOVTIDAG UYEITG.

« XNV TEPIMTWON KAIVIKAG HOAUVONG, O TOTTIKOG Apyupog dev
UTTOKOBIOTA TNV avAyKn YIa UCTNHIKA aywyn A GAAN KatdAAnAn
Bepateia yia TNV poAuvaon.

* O Tawvieg oTepéwong TpaupdTwy (WPS) Silverlon®
TrpoopifovTal yia pia xprion Povo Kail Oev TTPETTEl va
eTTavaypnaoipoTrololvTal.H emavaypnaipoToinon YTropei va
ETTNPEACEI APVNTIKA TA XAPOKTNPIOTIKG OTT6500NG TOU
€MOEPATOG KAl €TTIONG TTApouaiddel Kivduvo pdAuvong aTov
aoBevn.

« O Tawvieg oteipwaong Tpaupdtwy Silverlon® dev Ba TTpéTTel va
XpnoipotrolovTal og Traidid, pwpd, TTPowpPa BPEPn, vEoyvd,
eykUoug kal OnAddouoeg yuvaikeg AOyw TwV TTEPIOPIOHEVWY
KAIVIKWV deSopEVWY.

Benzi pentru pansarea ranilor (WPS)
Silverlon®

« Pansamentul tip benzi pentru pansarea ranilor Silverlon® nu este
destinat utilizarii pe arsurile de gradul al lll-lea.

* Nu utilizati pe pacienti in timpul examenului RMN (imagistica prin
rezonanta magnetica).

+ Tnainte de administrarea radioterapiei, ndepartati benzile pentru
pansarea ranilor Silverlon®. Dupa tratament poate fi aplicat un
nou pansament.

BASIC UDI-DI - 08402473SLAWDHT

Consultati urmatorul link (URL) Eudamed pentru un rezumat al
sigurantei si al performantei clinice (SSCP) in ceea ce priveste
Pansamentele antimicrobiene pentru rani Argentum Medical Silverlon
folosind codul UDI-DI de baza.

https://ec.europa.eu/tools/eudamed

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.

Orice incident grav sau reclamatie in legatura cu dispozitivul se
raporteaza producatorului Argentum Medical LLC, 2571 Kaneville
court, Geneva, IL 60134 Nr. de telefon + 1 888.551.0188 sau
reprezentantului in CE, Emergo Europe Westervoortsedijk 60; 6827 AT
Arnhem Térile de Jos Tel. +(31) (0) 70 345-8570 si se raporteaza si
autoritatii locale competente.

Instructiuni de utilizare

+ Curatati rana cu apa sterild, apa distilata sau solutie salina
normald, 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 ('%") 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
completa 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 pané la 7 zile, dar frecventa schimbarii pansamentului va
depinde de conditia ranii si de cantitatea de exsudate.

o Indepartati si inlocuiti banda pentru pansarea ranilor
Silverlon® ori de céate ori aceasta este acoperitd in mare
mésura cu exsudate sau reziduuri.

o Daca este cazul, dupa 7 zile indepartati banda pentru
pansarea ranilor Silverlon® in stare intacta de pe o rana
cavitara

Dupa aplicare, toate produsele Silverlon® de ingrijire a ranilor sunt
eliminate sub forma de deseuri biomedicale, conform protocolului local.

Taivieg oTepéwong Tpaupdrwy (WPS)
Silverlon®

Avrevdeigeig

* Mnv xpnoiyoTrolgiTe TIG TaIVieG OTEIpWONG Tpavparog Silverlon®
o€ aoBeveig pe yvwaoTr euaigdnoia oTov dpyupo i To VAaIAov.

« O Tawvieg oteipwaong Tpavpatog Silverlon® dev TrpoopifovTal yia
xpnon o€ eykatpata 3ou Babuodl.

* Na pnv xpnoipoTtroieital o aoBeveig kata v egétaon MRI
(MayvnTikr} Topoypaegia).

«  TIpIv XOPNYAOETE AKTIVOBEPATTEID, OPAIPETTE TAIVIEG OTEPEWONG
TpaupdTwy Silverlon®. MTTopei va epapuooTei éva vEo £TTiBEpa
META TN BepaTreia.

BASIC UDI- DI - 08402473SLAWDHT

Avarpégre oTov TTapakdTw ouvdeopo Eudamed (URL) yia Tnv
TEPIANYN TWV XOPAKTNPIOTIKWY AOPAAEIAG KAl TWV KAIVIKWV
emdooewv (SSCP) auppwva pe Tnv Argentum Medical Silverlon
AvTIpIKpOBIOKWY EMBECUWY TTOU XpnalpoTrololv To Baoiké UDI-DI.

https://ec.europa.eu/tools/eudamed

AvemIBUUNTEG EVEPYEIEG

O Tawvieg otepéwong TpaupdTwy (WPS) Silverlon® éxouv utroBAnBei
oe avegdpTtnTa TPOTUTTA SOKIPEG BlooupBaTdTNTAG in vitro kai in vivo,
oupTTEpIAapBavopévwy KUTTaPOTOEIKOTNTAG, EuaicONTOTTOINONG KAl
£vOOBEPHIKAG avTIdOPAOTIKOTNTAG. OAEG 01 SOKIYEG TTPAYHATOTTOIRBNKAV
oUp@wva e Tov AigBvy Tutrotroinuévo Opyaviapd (1ISO) 10993
Standard Series yia BioAoyikr) A§loAdynaon latpikwy Zuokeuwv.Ta
QATTOTEAETPATA AUTWY TWV PEAETWV £B€1Eav OTI OI TaIViEG OTEPEWONG
Tpaupatwy (WPS) Silverlon® eival ac@aeig yia Tnv Tpoopi{épevn
Xprion Toug.

Otrol0drTT0TE GORAPS TIEPIOTATIKG F OTTOIAdNTTOTE CORapPr] KaTayyeAia
o€ axéon Je To TEXVOAOYIKO TTPOidV va avagépeTal aTov KataokeuaoTh
Argentum Medical LLC, 2571 Kaneville court, Geneva, IL 60134 Ap.
TNAepwvou + 1 888.551.0188 1} aTtov avrimpdowTo otnv EE, Tnv
Emergo Europe Westervoortsedijk 60. 6827 AT Arnhem OAAavdia
TnA. +(31) (0) 70 345-8570 kai va ava@épeTal GTNV KATd TOTTOUG
appodia apxn.

O3nyieg xpnong

«  KaBapioTe TNV TTANYT YE ATTOCTEIPWHEVO VEPO, ATTOCTAYHEVO VEPD
1 QUOIOAOYIKG 0pO, ATTOPOKPUVOVTAG TO VEKPWTIKG BpadopaTa
£0XAPa OTTWG OTTAITEITAI TUPPWVA PE TO TOTTIKG TTPWTOKOAAO.

« T e0koAn agaipeon, eMAEETE TO péyeBog Tou €TTIBEUATOG TTOU Ba
agrioel TouhdxioTov 1 éwg 2 cm (Y2 ”) Tng Taiviag oTepéwang
TpaupdTwy (WPS) Silverlon® Trou Trpoegéxel atd 1o Tpalua.

*  KOyrte TO PAKOG TOU ETTIBEUATOG OTTWG ATTAITETAN.

« EvepyotoijoTe Tnv Taivia otepéwaong Tpaupdtwy (WPS)
Silverlon® diaBpéxovTag KaAd To £TTIBEPA PE ATTOOTEIPWHEVO
vePd, aTTOOTAYUEVO VEPO I PUOIOAOYIKS 0POd.

¢ ZTEPEWOTE ATTOAG TO TpaUPa avaAoya PE TO TOTTIKG TTPWTOKOANO
Slao@ahifovTag Tn HEYIOTN AUECT ETTAQN PETASU TNG TaIviag
oTtepéwong TpaupdTwy (WPS) Silverlon® kai Tou Tpadpatog.

*  KaAOyTe Kal aoc@aAioTe TV Talvia oTepéwong Tpaupdtwy (WPS)
Silverlon® pe oupBaTikoUg aTropPOPNTIKOUG Kal Un
ATTOPPAKTIKOUG ETTIOETPOUG avAAoya PE TO TOTTIKO TTPWTOKOAAO.

« Ta va agaipéoeTe TV Talvia oTepéwaong Tpaupdtwy (WPS)
Silverlon®, a@aipéoTe TTPWTA TOV EEWTEPIKO ETTIOETHO avAAoya pE
TO TOTTIKO TTPWTOKOAAO Kal, OTN CUVEXEID, TIIACTE aTTaAd Kal
TPABAETE TO TTPOEEEXOV THAKA TNG TAIVIAG OTEPEWONG TPAUUATWY
(WPS) Silverlon®,

o Edv 10 emiBepa TpookoAANBEi 0TV TTANYH, UYPAVETE TO
ETMOEPA OTIWG OATTQITEITAI PE ATTOOTEIPWHEVO VEPO,
QATTOOTAYPEVO VEPO 1) PUOIOAOYIKG 0O, WG OTOU PTTOPET Va
apaipedei eUKOAA TO €TTBEPA TPABWVTAG ATTAAG TNV TaIvVia
oTepéwong Tpaupdtwy (WPS) Silverlon®.

«  O1 Tawvieg atepéwong Tpaupdtwy (WPS) Silverlon®.1rpoopidovTal
yia Xprion éwg Kai 7 nuéPES, aAAd n ouxvoTnTa aAAayng Tou
emMdETpou e€apTaTal aTrd TNV KATAOTACN TOU TPaUPATOG Kal TNV
TTOCOTNTA TWV EGIOPWHATWY.

0 AQaIp£TE KAl AVTIKATAOTAOTE TNV TAIVIO OTEPEWONG
Tpaupdtwy (WPS) Silverlon®. é1roTe emikaAu@Bei éviova
pe e§1dpwpaTa TANYWYV 1 Bpalopara TPaUPaToG.

o Edv 1oxUel, apaipéoTe aképala TIG TAIVIEG aTEIPWONG
TpavUpartog Silverlon® petd amd 7 nuépeg atmé pia
KOINGTNTa TPAUPATOG.

MeTé TNV e@appoyr], 6Aa Ta TTpoidvTa @povTidag Tpaupdrwy Silverlon®
ATTOPPITITOVTAI WG BIOXNMIKG ATTOPPINHATA GUPPWVA PE TO KOTA
TOTTOUG TTPWTOKOAAO.
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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
WPS-112 3cmx30cm
WPS-124 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.

Silverlon® Wound Packing Strips are recommended for use by
professional healthcare providers and clinical practitioners.

Intended Purpose

Silverlon® dressings are designed to be used for the
management of wounds by minimizing or eliminating the
presence of pathogen and wound debris.

Indications
Silverlon® Wound Packing Strips are professional use wound
dressings indicated for the management of acute and chronic
wounds with tunneling and undermining within cavity wounds
including:

« Traumatic and surgical wounds

« Diabetic, pressure and vascular 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.

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

« Avoid contact with electrodes or conductive gels during
electronic measurements e.g. EEG and ECG.

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

« If patients experience any allergic reaction such as
blistering, itching, irritation, redness, skin rashes or
significant discoloration, discontinue use or/and contact
healthcare practitioners.

« In the event of clinical infection, topical silver does not
replace the need for systemic therapy or other adequate
infection treatment.

« 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.

« Silverlon® Wound Packing strip dressings should not be
used for children, babies, premature infants, neonates,
pregnant and lactating women due to limited clinical data.

Contraindications
« Do not use Silverlon® Wound Packing Strips on patients
with known sensitivity to silver or nylon.

Silverlon® Wound Packing Strips

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

« Do not use on patients during MRI (Magnetic Resonance
Imaging) examination.

« Prior to administering radiation therapy, remove Silverlon®
Wound Packing Strips. A new dressing can be applied
following treatment.

Basic UDI- DI - 08402473SLAWDHT

Please refer to the following Eudamed link (URL) for summary
of safety and clinical performance (SSCP) under Argentum
Medical Silverlon Antimicrobial Wound Dressings utilizing Basic
UDI-DI.

https://ec.europa.eu/tools/eudamed

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.

Any serious incident or complaint in relation to the device report
to Manufacturer Argentum Medical LLC, 2571 Kaneville court,
Geneva, IL 60134 Phone no. + 1 888.551.0188 or To EC Rep
Emergo Europe Westervoortsedijk 60; 6827 AT Arnhem The
Netherlands Tel. +(31) (0) 70 345-8570 and report to local
competent authority.

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.

o If applicable, remove Silverlon® Wound Packing Strip
intact after 7 days from a cavity wound

Post application, all Silverlon® wound care products are
disposed of as biomedical waste per local protocol.



Popis pomadcky

Pasky na tamponadu ran Silverlon® su sterilné, jednovrstvové,
neprilnavé, absorpéné, antimikrobialne obvazy uréené na
pouzitie pri lie€be ran, aby sa zniZilo riziko infekcie rany.

Dostupné ako:
Kod Rozmer
WPS-112 3cmx 30 cm
WPS-124 3cmx61cm

Pasky na tamponadu ran Silverlon® obsahuju striebro, ktoré
poskytuje pomocny lokalny antimikrobialny G€inok na znizenie
rizika infekcie ran organizmami citlivymi na striebro. l6nové
striebro je Sirokospektralne antimikrobialne Cinidlo, 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.

Obvézové pasy na rany Silverlon® sa odporucaju na pouzivanie
v8eobecnymi a klinickymi lekarmi.

Uéel pouzitia

Obvazy Silverlon® dressings su uréené na oSetrovanie ran
minimalizovanim alebo eliminovanim pritomnosti patogénov a
necistot v rane.

Indikacie
Obvazové pasy Silverlon® su obvazy na profesionalne pouzitie
uréené na oSetrenie akutnych a chronickych ran, ked rana
zasahuje hibsie do tkaniva, alebo sa oddeluju okraje rany od
okolitého zdravého tkaniva vratane na:

» Traumatické a chirurgické rany

» diabetické vredy, prelezaniny a vaskularne vredy

* Infikované rany*

*Pasky na tamponadu ran Silverlon® sa mézu 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 zahfria postupnut aplikaciu
jednotlivych obvazov) az do 30 dni.

Varovania

» Na obale produktu nepouzivajte datum exspiracie.

» Nepouzivajte, ak je vrecko poSkodené alebo otvorené.

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

» Pocas elektronickych merani, napr. EEG a EKG, sa vyhnite
kontaktu s elektrédami a vodivymi gélmi.

« Pasky na tamponadu ran Silverlon® nevlhéite peroxidom
vodika alebo povidén jédom.

» Ak sa u pacientov vyskytne alergicka reakcia, ako su
pluzgiere, svrbenie, podrazdenie, zacervenanie, kozné
vyrazky alebo vyrazné zmeny farby, prestarite produkt
pouzivat a/alebo kontaktujte lekara.

« V pripade klinickej infekcie, lokéine striebro nenahradza
potrebu systémovej lie€by, ani inej adekvatnej lieCby
infekcie.

« Pasky na tamponadu ran Silverlon® su uréené len na
jednorazové pouzitie a nemali by sa opakovane pouzivat.
Opakované pouzitie mdze nepriaznivo ovplyvnit
vykonnostné charakteristiky obvazu a tiez predstavuje
riziko infekcie pre pacienta.

Kontraindikacie
« Obvazové pasy Silverlon® nepouzivajte u pacientov so
znamou citlivostou na striebro alebo nylon.

Pasky na tamponadu ran Silverlon®

« Obvazoveé pasy Silverlon® nie su uréené na pouzitie na
popaleniny 3. stupria.

» Nepouzivajte u pacientov pocas vySetrenia magnetickou
rezonanciou (MR).

» Pred podanim radioterapie obvézové pasy Silverlon®
odstrarite. Po oSetreni sa moze pouzit novy obvaz.

BASIC UDI- DI - 08402473SLAWDHT

Prehlad bezpecnosti a klinickej u¢innosti (SSCP) pri
antimikrobialnych obvazoch na rany Argentum Medical Silverlon
Antimicrobial Wound Dressings s pouzitim zakladného UDI-DI
najdete na nasledujucom odkaze (URL) spolo¢nosti Eudamed.

https.//ec.europa.eu/tools/eudamed

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 uskutocriovali v silade 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 bezpec€né.

Kazdy zavazny incident alebo staznost v suvislosti s pomdckou
nahlaste vyrobcovi Argentum Medical LLC, 2571 Kaneville court,
Geneva, IL 60134 Tel. + 1 888 551 0188 alebo zastupcovi EK
Emergo Europe Westervoortsedijk 60; 6827 AT Arnhem
Holandsko Tel. +(31) (0) 70 345-8570 a oznamte aj miestnemu
prislusnému organu.

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 ulahé&enie vyberania zvolte obvaz velkosti, pri ktorej
bude z rany vytf¢at najmenej 1 az 2 cm (%4") pasky na
tamponadu ran Silverlon®.

+ Obvaz podla potreby skratte na pozadovanu dizku.

« Aktivujte pasku na tamponadu ran Silverlon® dokladnym
navlhéenim obvézu sterilnou vodou, destilovanou vodou
alebo normalnym fyziologickym roztokom.

» Ranu opatrne vypliite obvazom v sulade s lokalnym
protokolom tak, aby bol zaisteny maximalny priamy kontakt
medzi paskou na tamponadu ran Silverlon® a 16zkom rany.

» Péasku na tamponéadu ran Silverlon® prekryte a zaistite
beznymi absorpénymi a priepustnymi obvazmi v sulade s
lokalnym protokolom.

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

o Ak doéjde 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 uréené 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
vymerite vzdy, ked sa na nej nahromadi hruba vrstva
exsudatu alebo necistét z rany.

o V pripade potreby neporusené obvazové pasy
Silverlon® odstrarite z otvorenej rany po 7 diioch.

Po pouziti sa vSetky Silverlon® produkty uréené na oSetrovanie
ran likviduju podla miestneho nariadenia ako biomedicinsky
odpad.

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
WPS-112 3cm x 30 cm
WPS-124 3cmx 61cm

Trakovi za zapiranje ran Silverlon® vsebujejo srebro, ki
zagotavlja dodatno lokalno antimikrobno delovanje in zmanjSuje
tveganje za infekcijo rane z organizmi, obc&utljivimi na srebro.
lonsko srebro je antimikrobno sredstvo s Sirokim spektrom
delovanija, ki dokazano ucinkuje proti mnogim patogenom,
povezanim z okuzbami ran. Med in vitro testiranjem oblog
Silverlon® je bilo ugotovljeno, da le-te ucinkujejo proti
mikroorganizmom, kot so: Enterococcus faecalis,
Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis in Klebsiella pneumoniae.

Priporoca se, da trakove za zapiranje ran Silverlon® uporabljajo
strokovni zdravstveni delavci in izvajalci zdravstvenih storitev.

Predvideni namen

Obloge Silverlon® so zasnovane za uporabo pri zdravljenju ran
tako, da zmanjSajo ali izlo€ijo prisotnosti patogenov in nedisto¢
Vv rani.

Indikacije
Trakovi za zapiranje ran Silverlon® so namenjeni strokovni
uporabi in indicirani za oskrbo akutnih in kroni€nih globokih ran
s tuneli in Zepi, vkljuéno z:

* hudih in kirurskih ran,

« razjedami zaradi diabetesa ali pritiska in vaskularnimi

razjedami
« 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.

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

* lzogibajte se stiku z elektrodami ali prevodnimi geli med
elektronskimi meritvami, npr. EEG in EKG.

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

« Ce se pri bolnikih pojavi kakréna koli alergijska reakcija, kot
so mehurji, srbenje, drazenje, pordelost, kozni izpus¢aiji ali
obcutno razbarvanje, prenehajte z uporabo in/ali se obrnite
na zdravstvene delavce.

« V primeru klini¢ne okuzbe topikalno srebro ne nadomesti
potrebe po sistemski terapiji ali drugem ustreznem
zdravljenju okuzbe.

« Trakovi za zapiranje ran Silverlon® so namenjeni za
enkratno uporabo in se ne smejo uporabiti ponovno.
Ponovna uporaba lahko negativno vpliva na uginkovitost
oblog in predstavlja tveganje za infekcijo bolnika.

Trakov za zapiranje ran Silverlon® se ne sme uporabljati
pri otrocih, dojenckih, nedonosenckih, novorojenckih,
nosecnicah in doje¢ih materah zaradi omejenih klini¢nih
podatkov.

Silverlon® trakovi za zapiranje
ran (WPS)

Kontraindikacije

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

« Zascitni trakovi za rane Silverlon® niso namenjeni za
uporabo pri opeklinah 3. stopnje.

* Ne uporabljajte pri bolnikih med preiskavo MRI (slikanje z
magnetno resonanco).

« Trakove za zapiranje ran Silverlon® pred radioterapijo
odstranite. Po zdravljenju lahko namestite novo oblogo.

Basic UDI- DI - 08402473SLAWDHT

Glejte naslednjo povezavo Eudamed (URL) za povzetek
varnosti in klini¢éne ucinkovitosti (SSCP) protimikrobnih oblog za
rane Argentum Medical Silverlon z uporabo Osnovnega UDI-DI.

https://ec.europa.eu/tools/eudamed

Nezeleni dogodki

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

O vsakem resnem incidentu ali pritozbi v zvezi s pripomoc¢kom
porocajte proizvajalcu Argentum Medical LLC, 2571 Kaneville
court, Geneva, IL 60134, tel. $t.: + 1 888.551.0188 ali
predstavniku EC Emergo Europe Westervoortsedijk 60; 6827
AT Arnhem Nizozemska, tel. §t.: +(31) (0) 70 345-8570 in o
njem porocajte lokalnemu pristojnemu organu.

Navodila za uporabo

« Rano ocistite s sterilno vodo, destilirano vodo ali obi¢ajno
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
omogoca, 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
obicajno fizioloSko raztopino.

« Skladno z lokalnim protokolom nezZno 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.

o V primeru lepljenja na rano oblogo po potrebi viazite
s sterilno vodo, destilirano vodo ali obic¢ajno fizioloSko
raztopino, vse dokler je ne morete enostavno
odstraniti s previdnim vleGenjem 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.

o Ce je mozno, zadgitne trakove za rane Silverlon® z
globoke rane v celoti odstranite po 7 dneh.

Po uporabi se vse izdelke za nego ran Silverlon® odvrze med
biomedicinske odpadke v skladu z lokalnimi protokoli.



