Pansamente cu presiune negativa
Silverlon®
Pansamente cu presiune negativa

Descrierea dispozitivului
Pansamentul cu presiune negativa la contactul cu rana Silverlon® si Pansamentul
cu presiune negativa la contactul cu rana Silverlon® Easy Ag™ sunt pansamente
sterile, cu un singur strat, neaderente, cu bariera antimicrobiana, destinate utilizarii
topice in tratamentul ranilor si in terapia plagilor cu presiune negativa (NPWT),
pentru a reduce riscul de infectare a ranilor.

Disponibil ca:
Cod Dimensiune Cod Dimensiune
NPD-22 5x5cm WCD22-NPS 5x5cm
NPD-45 10x12cm WCD45-NPS 10x 12cm
NPD-58 13x20cm WCD58-NPS 12x20cm
NPD-512 13 x30cm WCD512-NPS 12x 30 cm
NPD-1212 30 x 30 cm WCD66-NPS 15x 15¢cm
NPG-L Manusa WCD88-NPS 20 x 20 cm
WCD1212-NPS 30 x 30 cm

Pansamentul cu presiune negativa la contactul cu rana Silverlon® si pansamentul
cu presiune negativé la contactul cu rana Silverlon® Easy Ag™ contin argint
pentru a oferi un efect antimicrobian local secundar pentru a reduce riscul de
infectare a ranilor de 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 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.

Pansamentul cu presiune negativa Silverlon® si pansamentul cu presiune negativa
Silverlon® Easy Ag™ pot fi utilizate cu toate tipurile de pansamente si
echipamente de spuma poroasa/tifon in terapia plagilor cu presiune negativa.

Testele in vitro au aratat ca pansamentul cu presiune negativa la contactul cu rana
Silverlon® si pansamentul cu presiune negativa la contactul cu rana Silverlon®
Easy Ag™ sunt compatibile cu procedurile RMN.

Pansamentul cu presiune negativa la contactul cu rana Silverlon® si pansamentul
cu presiune negativa la contactul cu rana Silverlon® Easy Ag™ sunt recomandate
pentru utilizarea de catre furnizorii de servicii medicale si profesionistii din
domeniul sanatétii si de cétre personalul de specialitate medico-sanitar.

Destinatia de utilizare

Pansamentul cu presiune negativa la contactul cu rana Silverlon® si Pansamentul
cu presiune negativa la contactul cu rana Silverlon® Easy Ag™ sunt pansamente
sterile, cu un singur strat, neaderente, cu bariera antimicrobiana, destinate utilizarii
topice in tratamentul ranilor si in terapia plagilor cu presiune negativa (NPWT),
pentru a reduce riscul de infectare a ranilor.

Indicatii
Pansamentul cu presiune negativa la contactul cu rana Silverlon® si pansamentul
cu presiune negativa la contactul cu rana Silverlon® Easy Ag™ sunt pansamente
pentru rani de uz profesional, indicate pentru utilizarea pe ranile acute si cronice si
sunt asociate cu terapia ranilor cu presiune negativa (NPWT), pentru gestionarea
la nivel local a urmatoarelor:

* Arsurilor de gradul 1 si 2

+  Ranilor donatorului si la nivelul grefei

*  Ranilor traumatice si chirurgicale

« ulcerele piciorului diabetic, de presiune si varicoase.

+  Ranilor infectate*

*Pansamentul cu presiune negativa la contactul cu rana Silverlon® si Pansamentul
cu presiune negativa la contactul cu rana Silverlon® Easy Ag™ 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.

Pansamentul cu presiune negativé la contactul cu rana Silverlon® si Pansamentul
cu presiune negativa la contactul cu rana Silverlon® Easy Ag™ sunt indicate
pentru o durata totald de contact (adica atunci cand tratamentul implica aplicarea
consecutivé a pansamentelor individuale) de pana la 30 de zile.

Avertismente

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

* Nu utilizati dacé punga este deteriorata sau deschisa.

*  Nu utilizati unguente sau creme pe baza de petrol sub pansamentul cu
presiune negativa la contactul cu rana Silverlon® si pansamentul cu presiune
negativa la contactul cu rana Silverlon® Easy Ag™.

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

»  Nu umeziti pansamentul cu presiune negativa la contactul cu rana Silverlon®
si pansamentul cu presiune negativa la contactul cu rana Silverlon® Easy
Ag™ cu peroxid de hidrogen sau povidon iodinat.

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

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

+ Caurmare a numérului limitat de date clinice, pansamentul cu presiune
negativa la contactul cu rana Silverlon® si pansamentul cu presiune negativa
la contactul cu rana Silverlon® Easy Ag™ nu trebuie utilizate pe copii,
bebelusi, sugari prematuri, nou-nascuti, femei gravide si care alapteaza.

+ Pansamentul cu presiune negativa la contactul cu rana Silverlon® si
Pansamentul cu presiune negativa la contactul cu rana Silverlon® Easy Ag™
sunt destinate unei singure utilizéri si nu trebuie refolosite. Reutilizarea poate
afecta negativ caracteristicile de performanta ale pansamentului si prezinta,
de asemenea, un risc de infectie pentru pacient.

Silverlon®

Easy Ag™

Durata totala de utilizare a pansamentelor cu presiune negativa la contactul cu
rana Silverlon® si pansamentelor cu presiune negativa la contactul cu rana

Silverlon® Easy Ag™ (adica atunci cand tratamentul implica aplicarea
consecutiva a pansamentelor individuale) nu trebuie s& depaseascéa 30 de zile.

Pansamentul cu presiune negativa la contactul cu rana Silverlon® si
Pansamentul cu presiune negativa la contactul cu rana Silverlon® Easy Ag™
nu sunt destinate aplicarii directe pe structurile subiacente expuse (de
exemplu, vasele sanguine, oasele, tendoanele, nervii).

La utilizarea pansamentelor cu presiune negativa la contactul cu rana
Silverlon® si pansamentelor cu presiune negativa la contactul cu rana
Silverlon® Easy Ag™ impreuna cu sisteme de terapie a plagilor cu presiune
negativa disponibile in comert, utilizatorii trebuie sa respecte instructiunile de
utilizare furnizate de producatorul sistemului de terapie a plagilor cu presiune
negativa in ceea ce priveste protectia structurilor subiacente expuse.

La utilizarea pansamentelor cu presiune negativa la contactul cu rana
Silverlon® si pansamentelor cu presiune negativa la contactul cu rana
Silverlon® Easy Ag™ impreuna cu sisteme de terapie a plagilor cu presiune
negativa disponibile in comert, utilizatorii trebuie sa respecte instructiunile de
utilizare furnizate de producatorul sistemului de terapie a plagilor cu presiune
negativa in ceea ce priveste conditiile specifice ale ranilor care nu sunt potrivite
pentru terapia plagilor cu presiune negativa si masurile de precautie care
trebuie luate in cazul aparitiei unei sangeréri in timpul terapiei plagilor cu
presiune negativa.

Contraindicatii

Nu utilizati pansamentul cu presiune negativa la contactul cu rana Silverlon® si
pansamentul cu presiune negativa la contactul cu rana Silverlon® Easy Ag™
pe pacientii cu o sensibilitate cunoscuta la argint sau nailon

Pansamentul cu presiune negativa la contactul cu rana Silverlon® si
Pansamentul cu presiune negativa la contactul cu rana Silverlon® Easy Ag™
nu sunt destinate utilizarii pentru arsuri de gradul 3.

BASIC UDI- DI -08402473ANPWDEE

Consultati urmétorul 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
Pansamentul cu presiune negativa la contactul cu rana Silverlon® si Pansamentul cu
presiune negativa la contactul cu rana Silverlon® Easy Ag™ 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
n conformitate cu Organizatia Internationala de Standardizare (ISO) 10993, seria de
standarde pentru evaluarea biologica a dispozitivelor medicale. Rezultatele studiilor
au indicat faptul ca pansamentul cu presiune negativa Silverlon® si pansamentul cu
presiune negativa Silverlon® Easy Ag™ 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 si 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.

Instrt

uctiuni de utilizare

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

Selectati dimensiunea pansamentului Silverlon® care acopera complet rana
pana la marginile acesteia; taiati marginile pansamentului daca este necesar.
Actionati pansamentul Silverlon® prin umezirea completa a acestuia cu apa
sterila, apé distilata sau solutie salind normala.

Pozitionati pansamentul Silverlon® direct pe rana, cu oricare dintre partile
argintate in contact cu pielea; fixati pansamentul in pozitie folosind un
pansament secundar conform protocolului local.

o In cazul ranilor exudante, utilizati un pansament secundar absorbant la
alegere.

o n cazul ranilor uscate, utilizati un pansament secundar care oferé
umiditate, cum ar fi hidrocoloidul sau banda din spuma sau tifon
preumezita.

Verificati periodic marginile pansamentului Silverlon® pentru a va asigura ca
acesta este mentinut in stare umeda.

Pentru utilizarea NPWT — Pozitionati pansamentul Silverlon® direct pe rana, in
contact cu pielea; puneti banda din spuma sau tifon, la alegere, deasupra
pansamentului Silverlon® si fixati-l conform instructiunilor furnizate de
producatorul echipamentului de terapie a plagilor cu presiune negativa.
Pansamentele cu presiune negativé la contactul cu rana Silverlon® si
Pansamentele cu presiune negativa la contactul cu rana Silverlon® Easy Ag™
pot fi utilizate pana la 7 zile, dar pot necesita schimbari mai frecvente in functie
de conditia ranii si de acumularea de exsudat.

o In combinatie cu presiunea negativa, inlocuiti pansamentul Silverlon®
ori de céate ori se inlocuieste banda din spuma/tifon.

Pentru a indepéarta pansamentul cu presiune negativa la contactul cu rana
Silverlon® si pansamentul cu presiune negativa la contactul cu rana Silverlon®
Easy Ag™, indepartati mai intai banda din spumaéitifon conform protocolului
local, apoi apasati usor pielea din jur in timp ce ridicati marginile pansamentului
Silverlon®.

o In cazul in care pansamentul se lipeste de ran&, umeziti pansamentul
cu apa sterild, apa distilata sau solutie salina normala, pana cand
acesta poate fi indepartat cu usurinta prin ridicarea usoara a colturilor.

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

Em@épara apvnTikig ieong Silverlon®
Em@épara apvnTtikig Tieong Silverlon®
Easy Ag™

MNepiypagn cuokeung

To emiBepa eTmaQrg TPAUPATOG apvNTIKAG Trieang Silverlon® ™ kai To eTTiBepa ETTAPAS
TpaupaTog apvnTikig Trieong Silverlon® Easy Ag™ eival amooTeIpwpéva, HOVIAG OTPWONG,
N TTPOOKOAANTIKG, avTIHIKPOBIaKE ETOEUATA TTOU TIAPEXOUV PPAYUO, TTOU TIpoopiovTal yia
TOTTIK XPrian oTn SIaxEipIon TPAUPATWY Kal OE BEPATTEia TPAUHATOG OPVNTIKIG TTEONG
(NPWT), yia T pgiwon Tou kivdivou péAuvong Tpalpartog.

AiaBégipo wg:

Kwdikég Méye@og Kwdikég Méye@og
NPD-22 5x5cm WCD22-NPS 5x5cm
NPD-45 10 x 12 cm WCD45-NPS 10x 12 cm
NPD-58 13 x20 cm WCD58-NPS 12 x20 cm
NPD-512 13 x 30 cm WCD512-NPS 12 x 30 cm
NPD-1212 30 x30cm WCD66-NPS 16 x15cm
NPG-L ravn WCDB88-NPS 20 x20 cm
WCD1212-NPS 30 x 30 cm

Ta embépara eTaQrg TPAUPATOG ApVNTIKKG Tieong Silverlon® kai Ta emBéuara emagrg
TPAUATOG apVNTIKAG Trieang Silverlon® Easy Ag™ Tepiéouv Gpyupo WaTE va TTapEXETAl
BonénTikr, TOTKA avTipikpoPiakr dpaon WoTe va PeIwBE o kivduvog poAuvong Tou
TPAUHATOG ATTG OPYAVIOUOUG TToU eival euaioBnTol oTov dpyupo.To 1wvIKS dpyupo eival éva
QaVTINIKPOPIaKS EUPEDG PACHATOG, TO OTTOIO EXEl ATTOBEIKOEN OT Eival ATTOTEAETPATIKG EvavTi
Hiag og1pag TraBoydvwy TTou oxeTi(ovTal pe poAuvon Tpavpatog. Ta embéuara Silverlon®
£XOUV BOKIJAOTEI in Vitro kol BpEBnKav aTTOTEAEGUATIKA EVavTl LIKPOOPYAVICHWV
o6mwg:Enterococcus faecalis, Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter Baumannii, Enterobacter cloacae, Stapt i idis kai Klebsiell
pneumoniae.

To emiBepa eTaQrg TpavpaTog apvnTIKig Trieong Silverlon® ™ kai To eTTiBepa ETTAPAG
Tpatparog apvnTikAg Trieong Silverlon® Easy Ag™ ptmopouv va XpnaigoTioinfouv pe GAoug
Toug TUTTOUG ETIBEPGTWY Kal EEOTTAICHOU TTopWd0oUg appoulyadag Bepareiag apvnTikig
Tigong.

Dokipég in vitro £xouv deigel o1 Ta eMBEPATA ETTAPAG TPAUPATOG aPVNTIKAG Trieang Silverlon®
Kal Ta emBépaTa emagng Tpavparog apvnTikig Trieang Silverlon® Easy Ag™ eival cupBaroi
pe MRI.

Ta EmBépata emragrig Tpaduarog apvnTikig Trieang Silverlon® kal Ta emBépaTa eTaQrig
Tpatparog apvnTikig Tieong Silverlon® Easy Ag™ ouvioTwvral yia Xprion amé
ETTaYYEAHATIEG TIAPGXOUG PPOVTISAG UYEiag Ki eTTayyeApaTieg KAIVIKAG TrepiBaAyng.

MpoBAetrépevn xprion

To emiBepa emagnig Tpavpatog apvnTikrg Trieong Silverlon® ™ kai To £TiBEpA ETTAQG
TpaupaTog apvnTikig Trieong Silverlon® Easy Ag™ eival amooTeipwpéva, HOVIAG OTPWONG,
N TTPOOKOAANTIKG, avTIHIKPOBIaKE ETBEUATA TTOU TIAPEXOUV PPAyYUO, TTOU TIpoopiovTal yia
TOTTIKN) XPAON OTn SlaxEipion TPAUPATWY Kail o€ BepaTTeia TPAUPATOG APVNTIKNAG THEONG
(NPWT), yia T pgiwaon Tou kivdivou uéAuvong Tpalpartog.

Evbeigeig
Ta emBépara ema@rig Tpalvpatog apvnTikrg Trieong Silverlon® kal Ta emBépara emagnig
TpaupaTog apvnTikig Trieong Silverlon® Easy Ag™ eival emBéuara Tpaupdrwy yia
£TTayYEAPATIKF XPrion TTou UTTOSEIKVUETaN yia Xprion o€ ogia kal xpévia TpavpaTa Kal o€
ouvduaopo pe Beparreia TpaupaTog apvnTikig Trieang (NPWT), yia Tnv Tomikr diaxeipion Twv
€§ng:

+  Eykaupdrwv 1ou kai 20u BaBuou.

+  Tpaupdrwy 86 Kal pooxeupaTrog

+  TPAUPATIKWY KOl XEIPOUPYIKWY TPAUPATWY

* NPTk €Akn, €AKn TIiEONG KI ayYEIaKG EAKn

*  MoAuopévwy Tpaupdrwv*

*To emiBepa emagig Tpavparog apvnTikig Trieong Silverlon® ™ kai 1o eTBepa ETTAPAS
TpaupaTog apvnTikig Trieong Silverlon® Easy Ag™ ptopouv va xpnoipotoinfoly og autolg
TOUG POAUCHEVOUG TUTTOUG TPAUPATWY TTou avagépovTal Trapatrdvw.OTav xpnoipoTrolouvTal
o€ poAuapéva Tpalpata, n Aoipwgn TTPETTEN VO QVTIPETWTTICETAI CUPPWVA HE TO TOTTIKO
KAIVIKO TTPWTOKOAAO.

0 eTBepa £TTAQPG TPAUHATOG apVNTIKAG Trieang Silverlon® ™ kai To emTiBepa emaghg
TpaupaTog apvnTikig Trieong Silverlon® Easy Ag™ evdeikvuvTal yia OuvoAikr Sidpkeia
£TTAQrG (BnA. 6TTOU N BepaTreia GUVETTAYETAI DIASOXIKF EQAPHOYT HEUOVWHEVWV
£MBEPATWV) EWG Kal 30 NUEPWV.

MposidoTroinosig

*  Mnv XpnOILOTIOIEITE PETA TV NEPOUNVia Af§NG OTn oUCKeUaaia Tou TIPOIOVTOG.

*  Mnv TO XPNOIPOTIOIEITE EQV TO QAKEAGKI EivVal KATECTPAHMEVO i} QVOIXTO.

*  Mnv xpnoIloTTOIEiTE AAOIPEG 1) KPEPEG PE BAOT) TO TIETPEAQIO KATW ATIO Ta EMBEpATA
ETTAQIG TPaUPATOG apVNTIKAG Trieang Silverlon® kai Ta emMBEuaTa £TTAQPNG TPAUHATOG
apvnTikng Trieong Silverlon® Easy Ag™

«  AToQUyeTe TNV TTAQH UE NAEKTPODIA 1) AYWYIHEG VEAEG KATA TIG NAEKTPOVIKEG
petprioeig T.x. HEF kai HKT.

«  Edv ol aoBeveig epgavioouv kdmola aAAepyikr avTidpaon 6Trwg @AuKTaivoTroinon,
£peBIOPO, pubpOTNTA, a egavenuara fj o) 16, SIAKOYTE TN Xpron
A/Kal ETTIKOIVWVIOTE PE TOUG TTAPOXOUG PPOVTIdAG UYEIag.

« XV mepiTrTwon KAIVIKAG HOAUVONG, O TOTTIKOG GPYUPOS BEV UTTOKABIOTA TNV avaykn
Yia OUCTNHIKNA aywyr 1 GAAN kataAAnAn Beparreia yia Tnv poAuvon.

«  Ta emBéuara eTaQrig TPAUPATOG apvNTIKAG Trieong Silverlon® kai Ta emBéuata
ETTAQIG TPAUNATOG ApVNTIKAG TTieong Silverlon® Easy Ag™ dev Ba Tipéel va
XpnoigotrolouvTal og Traidid, pwpd, TTpdwpa BPEPn, veoyvd, eykUoug kal BnAajouceg
YUVaiKeEG AOYW TWV TIEPIOPICHEVWY KAIVIKWY SESOUEVWV.

«  To emiBepa emagig Tpavparog apvnTikAg Trieang Silverlon® ™ kai To £MiBepa eTTAQPRG
Tpavparog apvnTikig Trieong Silverlon® Easy Ag™ TrpoopifovTal yia pia H6vo xprion
Kal SV TIPETTEN va ETTAVAXPNCIHOTTOI0UVTAl.H ETTavaypnoipoTroinan PIropei va
ETINPEACEI APVNTIKA Ta XAPAKTNPIOTIKE atrédoong Tou £MOEUATOS Kal £TTONG
TTapouaiader Kivduvo poAuvong aTov aoBevr.

*  Mnv xpnoluoTrolEite aAOIPEG 1 KPEPEG pE BGON TO TIETPEAQIO KATW aTTd ETBEPATA
ETTAQPG TPAUHATOG ApVNTIKAG TTieong Silverlon® ™ kal emBépaTa eTTagrg TpavPATOg
apvnTikig Trieang Silverlon® Easy Ag™

*  Mnv Bpéxete Ta emBEPATA ETAPG TPAUHATOG apvNTIKAG Trieang Silverlon® ™ kai
£MBEPATA ETTAPRG TPAUPATOG apVNTIKAG Trieang Silverlon® Easy Ag™ pe utrepogeidio
udpoyoévou f Iwdiouxo TToRISEVN.

*  H ouvoAiki SiapKeia Xpriong Twv ETMOEPATWY ETAPRS TPAUNATOG APVNTIKAG TIEONG
Silverlon® ™ kai Twv eMBEPETWY ETTAQPKG TPAUHATOG ApVNTIKAG Trieang Silverlon®
Easy Ag™(8nA. 6trou n Beparreia TrepIAapBavel SIaBOXIKN EQAPHOYI HEHOVWHEVWY
£MOEOHWY) Bev TTPETTEl va uTTepPaivel TIG 30 NUEPES.

+  To emiBepa eagng Tpatparog apvnTikig Trieong Silverlon® ™ kai To eMBepa ETTAQPRG
Tpauparog apvnTikig Trieong Silverlon® Easy Ag™ dev TTpoopigovTal yia Guean
EQAPUOYI O EKTEBEINEVEG UTTOKEIUEVEG DOMEG (TT.X. QIHOPOPA AYYEID, OOTA, TEVOVTEG,
veupa).

‘Otav xpnoipotoleite emBEpaTa eTTaQrg TPAUPATOG apvnTIKKG Trieong Silverlon® ™ kai
£MBEPaTA ETTAPRAG TPAUPATOS apvNTIKAG TTieang Silverlon® Easy Ag™ oe cuvduaopo pe
EPTIOPIKG BlaBETIpa oUOTHAATA BepaTreiag TTANYWY apVvNTIKAG TTEONG, oI XPrOTEG Ba
TIPETTEl va akoAoUBOUV TIG 0Bnyieg XPriONG TIOU TTAPEXOVTAI OTTG TOV KATAOKEUAOTH TOU
OUOTAPOTOG BEPATTEiag ApvNTIKAG THEGNG OXETIKA PE TNV TIPOCTACIN EKTEDEINEVIWIV
UTTOKEIPEVWYV SOHWV.

‘Otav XpnoipoTroleiTe EMOEpATa ETTAPNG TPAUPATOS ApVNTIKAG TTieang Silverlon® ™ kai
emBEpaTa eTTaPg TpavpaTog apvnTikig Trieang Silverlon® Easy Ag™oe ouvduaopo pe
EPTIOPIKG DINBETIPA CUCTAATA BEPATTEIAG APVNTIKIG TTIEONG, O XPOTEG TIPETTEN va
akoAouBouv TiG 0Bnyieg XPriONG TTOU TIApEXOVTal ATTO TOV KATAOKEUAOTH ToU
OUOTAPOTOG BEPATTEIRG TTANYWV APVNTIKAG THECNG OXETIKG HE GUYKEKPIPEVN TTANYRA
KATAOTAOEIG TToU Sev eival kaTAANAES yia Bepatreia pe ANy apvnTiKAg TiEoNg Kai
TIPOQUAGEEIG TTOU TTPETTEN VO AapBAvoVTal OE TIEPITITWOT EPPAVIONG QIOPPAYiag Katd
™ diapkeia Beparreiag pe TTANYA apvnTIKAG TrEoNG.

Avrevdeigeig

Mnv xpnoipotoigite Emdéopoug apvnTikrig Tieong emagrig Tpadpartog Silverlon® ki
Emdéapoug apvnTikiig Trieong Silverlon® Wound Contact Easy Ag™ oe aobeveig pe
YVWOTH euaioBnaoia og Gpyupo rj vaiAov.

To emiBepa emagrig TpavpaTog apvnTikig Trieang Silverlon® ™ kai To eTiBepa eTAPrG
TpaupaTog apvnTIKAG Trieang Silverlon® Easy Ag™ &ev TrpoopifovTal yia Xprion oe
eykaupata 3ou Babpou.

BASIC UDI- DI -08402473ANPWDEE

AvarpégTe oTov

OUVBETHO (URL) yia Tnv TWV XAPAKTNPIOTIKWV

ao@aAeiag kal Twv KAVIKWy emdooewy (SSCP) oupewva pe Ty Argentum Medical Silverlon
AVTIHIKPOBIOKWY ETNIBETUWY TTOU XpNalpoTTololv To Baoiké UDI-DI.

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

AvVETIBUPNTES EVEPYEIEG

To emiBepa eTTagig TpavpaTog apvnTikig Trieang Silverlon® ™ kai To eMiBepa eTTAQrG
TpadpaTog apvnTikAg Trieang Silverlon® Easy Ag™ £xouv utroBAnBei o€ avegdptnta TpdTUTIA
Bokipég BlooupBaréTnTag in vitro Kai in vivo, CUPTTEPIAGBAVOPEVWY KUTTAPOTOEIKGTNTAG,
£uaIOBNTOTIOINONG KaI EVBOJEPHIKIG avTIdpacTikdTnTag. OAEG 01 BOKINEG TTPAYHATOTIOIRENKAY
oupewva pe Tov AigBvi) Turotroinuévo Opyaviopd (ISO) 10993 Standard Series yia BioAoyikr
AgIoA6ynon laTpikwv ZuoKeuwv.Ta ATTOTEAETUATA AQUTWV TwV PEAETWV £BEIEaV OTI Ta
£mBépaTa £TTAQrG TPAUNATOG apvNTIKAG Trieong Silverlon® ™ kol emMBEpaTa ETTAPAS
TpaUpaTog apvnTikig Trieang Silverlon® Easy Ag™ eival ac@aAr yia Tnv TIpoopI{OUEVn Xprion

ToU

OT01031{TTOTE COBAPO TTEPIOTATIKG 1} OTTOIGdITTIOTE cOBapr KarayyeAia oe oxéon pe TO
TEXVOAOYIKG TTPOI6V va avagépetal oTov KartaokeuaoTA Argentum Medical LLC, 2571
Kaneville court, Geneva, IL 60134 Ap. TnAe@wvou + 1 888.551.0188 kai aTov avTiipdowTio
omv EE, v Emergo Europe Westervoortsedijk 60. 6827 AT Arnhem OMavdia TnA. +(31) (0)
70 345-8570 kai va ava@épeTal aTnV Katd 161T0UG appodia apxh.

Odnyieg xpriong

KaBapioTe TNV TTANYr| JE ATTOOTEIPWHEVO VEPO, ATIOOTAYHEVO VEPG F) QUOIOAOYIKG 0pO,
ATTOPOKPUVOVTAG T VEKPWTIKG Bpavopara fi 0Xapa OTIwG amaITeiTal CUPQWVA PE TO
TOTTIKG TIPWTOKOAAO.
EmA&gTe 10 péyeBog emdéopou Silverlon® TTou KaAUTITEl TTAPWG TO TPAUHA PEXPI TO
TIEPIBWPIA TOU TPAUPATOG. KOWTE TA GKPA TOU ETTIBEPATOG, OTIWG ATTAITEITAI.
EvepyotroifioTe To emiBepa Silverlon® diaBpéxovtag KaAd PE ATTOOTEIPWHEVO VEPO,
aATTOOTAYHEVO VEPO f} PUTIOAOYIKG 0pO.
TotoBetmioTe To eMMideapo Silverlon® atreuBeiag Tavw aTé To TPaa, Kal 08 KGBe
TrAeupd Tou apyUpou o€ eTTaQr| Pe To déppa. AoQaAioTe To emiBepa aTn Béon Tou
XPNOIHOTIOIOVTAG évav SeuTePEUOVTA ETTIBECHO avaAoya HE TO TOTTIKG TIpWTOkoAAO.
o NaTpavpara pe e&idpwon, XpnOILOTIOINGTE évav SEUTEPEUOVTA ATTOPPOPNTIKO
ETMIGEOHO TNG ETMAOYIG 0UG.
o Ta gnpég TANyEG, XpNOIHOTTOINOTE BEUTEPEUOVTA ETTIOECHO TIOU TIAPEXE!
uypaaia, 6Trwg USPOKOAOEIDES I TIPO-UYPApEVO agpd 1 yala.
EAéyxete Trepiodika Ta Gkpa Tou emBéparog Silverlon® yia va BeBaiwBeite o
diatnpolvTal o€ vypr| kardoTaon.
Ma xprion NPWT - TomroBetrioTe Tov Trideapo Silverlon® travw amé To Tpadpa, oe
ETTAQr pe To Sépua. TOTTOBETAOTE aPPWdES UAIKG i yala yepdTo pe emmidoyn Travw ammé
To emiBepa Silverlon® kai ac@aAioTe 0T BEoN TOU CUPPWVA WE TIG 0BNYiEG TTOU
TIapEXOVTal aTTd TOV KATAOKEUAOTH TOU £0TTAICHOU BEPATTEING TPAUUATWY apvNTIKAG
Tiieong.
To emiBepa eTTagng TpalpaTog apvnTiKig Trieang Silverlon® ™ kai To eTBepa £TTAQPRG
TpaUpaTog apvnTIKAg Trieang Silverlon® Easy Ag™ ptropoUv va xpnoipoToingoly éwg
Kal 7 nuéPEG, aAAG pTTOpEi va atraitoUv ouxvoTepn aAAayr avaloya pe Ty KatdoTaon
TOU TPAUHATOG KAl TN CUCTWPEUOT) EEIBPWHUATOG.
0 Ze OUVOUAOHO HE apVNTIKA TTIEDT), AVTIKATAOTAOTE To TiBepa Silverlon® kaBe
@opd TTou avTikaBioTavTal Ta péoa TTApwong agpou / yagag.
Ma va a@aip€oeTe Ta eMBEPATA ETTAPG TPAUHATOG apvNTIKIG Trieong Silverlon® ™ kal
Ta emMBEuaTa eTTAQrS TPalpaTog apvnTKAg Trieang Silverlon® Easy Ag™ agaipéaTe
TIPWTa 10 PG TTARPWONG apol / yalag avaAoya UE TO TOTIIKG TIPWTOKOAAO Kal, aTn
OUVEXEILD, TNECTE aTTaAd TO TrEPIBAAAOV SEPHA EVID ONKWVETE TA GKPA TOU ETNIBEUATOG
Silverlon®.
o Edv epgaviotei TpookGAANGCN Tou EMBEPATOG OTO TPAUA, UYPAVETE TO
ETMIBePA OTIWG ATTAITEITAI PE ATTOOTEIPWHEVO VEPOS, ATIOOTAYMEVO VEPOS A
QUOIOAOYIKG OPO, HEXPI VO aQaIPEBE EUKOAT AVUYWVOVTAG ATTAAG TIG YWVIES.

MeTa TV epapuoyr, 6Aa Ta TPoidvTa @povTidag TpaupdaTwy Silverlon® atroppitrovial wg
BIOXNMIKG ATTOPPIUPATA CUPPWVA UE TO KATA TOTTOUG TIPWTOKOAAO.

Silverlon

Silverion®

Negative Pressure Dressings

Silverion®

Easy Ag™ Negative Pressure

Dressings

Publication Date: 06/2025

c

MD

r

3

2797

&/

www.silverlon.com/ifu

EC | REP

Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

Tel. +(31) (0) 70 345-8570

C-CE-IFU-NPD-NPG-WCDNPS-03; Rev F

Argentum Medical LLC dba Bravida Medical
2571 Kaneville Ct

Geneva, IL 60134 USA

Tel. (+1) 888.551.0188

Fax. (+1) 888.558.9923
www.bravidamedical.com

Silverlon® Negative Pressure Dressings
Silverlon® Easy Ag™ Negative Pressure
Dressings

Device Description

Silverlon® Wound Contact Negative Pressure Dressing and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressing are sterile, single layer, non-
adherent, antimicrobial barrier dressings, intended for topical for use in wound
management and in negative pressure wound therapy (NPWT), to reduce risk of
wound infection.

Available as:
Code Size Code Size
NPD-22 5x5cm WCD22-NPS 5x5cm
NPD-45 10x12cm WCD45-NPS 10x12cm
NPD-58 13 x20 cm WCD58-NPS 12x20cm
NPD-512 13 x 30 cm WCD512-NPS 12 x30 cm
NPD-1212 30 x 30 cm WCD66-NPS 15x15cm
NPG-L Glove WCD88-NPS 20 x 20 cm
WCD1212-NPS 30 x 30 cm

Silverlon® Wound Contact Negative Pressure Dressing and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressings 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® Negative Pressure Dressing and Silverlon® Easy Ag™ Negative
Pressure Dressing may be used with all types of negative pressure wound therapy
porous foam/gauze dressings and equipment.

In vitro testing has shown Silverlon® Negative Pressure Dressing and Silverlon®
Easy Ag™ Negative Pressure Dressings to be MRI-compatible.

Silverlon® Wound Contact Negative Pressure Dressing and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressings are recommended for use by
professional healthcare providers and clinical practitioners.

Intended Purpose

Silverlon® Wound Contact Negative Pressure Dressing and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressing are sterile, single layer, non-
adherent, antimicrobial barrier dressings, intended for topical for use in wound
management and in negative pressure wound therapy (NPWT), to reduce risk of
wound infection.

Indications
Silverlon® Wound Contact Negative Pressure Dressing and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressing are professional use wound
dressings indicated for use on acute and chronic wounds and in conjunction with
negative pressure wound therapy (NPWT), for local management of:

+ 1stand 2nd degree burns

Donor and graft site wounds

+  Traumatic and surgical wounds
Diabetic, pressure and vascular ulcers
* Infected wounds*

*Silverlon® Wound Contact Negative Pressure Dressing and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressing 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 Contact Negative Pressure Dressings and Silverlon® Wound
Contact Easy Ag™ Negative Pressure Dressing 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
Contact Negative Pressure Dressings and Silverlon® Wound Contact Easy
Ag™ Negative Pressure Dressings.

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

+ Do not moisten Silverlon® Wound Contact Negative Pressure Dressings and
Silverlon® Wound Contact Easy Ag™ Negative Pressure Dressings with
hydrogen peroxide or povidone iodine.

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

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

«  Silverlon® Wound Contact Negative Pressure Dressing and Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressings should not be used
for children, babies, premature infants, neonates, pregnant and lactating
women due to limited clinical data.

«  Silverlon® Wound Contact Negative Pressure Dressings and Silverlon®
Wound Contact Easy Ag™ Negative Pressure 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 infection to
the patient.

Cont

BASI

Total duration of use of Silverlon® Wound Contact Negative Pressure
Dressings and Silverlon® Wound Contact Easy Ag™ Negative Pressure
Dressings (i.e. where treatment involves consecutive application of individual
dressings) should not exceed 30 days.

Silverlon® Wound Contact Negative Pressure Dressings and Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressing are not intended for
direct application to exposed underlying structures (i.e. blood vessels, bone,
tendons, nerves).

When using Silverlon® Wound Contact Negative Pressure Dressings and
Silverlon® Wound Contact Easy Ag™ Negative Pressure Dressings in
conjunction with commercially available negative pressure wound therapy
systems, users should follow the directions for use supplied by the negative
pressure wound therapy system manufacturer concerning the protection of
exposed underlying structures.

When using Silverlon® Wound Contact Negative Pressure Dressings and
Silverlon® Wound Contact Easy Ag™ Negative Pressure Dressings in
conjunction with commercially available negative pressure wound therapy
systems, users should follow the directions for use supplied by the negative
pressure wound therapy system manufacturer concerning specific wound
conditions not suitable for negative pressure wound therapy and precautions
to take in the event of the occurrence of bleeding during negative pressure
wound therapy.

raindications

Do not use Silverlon® Wound Contact Negative Pressure Dressing and
Silverlon® Wound Contact Easy Ag™ Negative Pressure Dressings on
patients with known sensitivity to silver or nylon.

Silverlon® Wound Contact Negative Pressure Dressings and Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressings are not intended for
use on 3rd degree burns.

C UDI- DI -08402473ANPWDEE

Please refer to the following Eudamed link (URL) for summary of safety and clinical

perfo

rmance (SSCP) under Argentum Medical Silverlon Antimicrobial Wound

Dressings utilizing Basic UDI-DI.

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

Adverse Reactions

Silverlon® Wound Contact Negative Pressure Dressings and Silverlon® Wound
Contact Easy Ag™ Negative Pressure 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® Negative Pressure Dressings and Silverlon® Easy Ag™
Negative Pressure Dressings 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 and To EC Rep Emergo Europe Westervoortsedijk 60; 6827 AT
Armhem The Netherlands Tel. +(31) (0) 70 345-8570 and report to local competent
authority.

Instr

Post

uctions for Use
Cleanse wound with sterile water, distilled water, or normal saline, removing
necrotic debris or eschar as needed per local protocol.
Select the Silverlon® dressing size that fully covers the wound up to the
wound margins; trim the dressing edges as necessary.
Activate the Silverlon® dressing by thoroughly moistening with sterile water,
distilled water, or normal saline.
Position the Silverlon® dressing directly over wound, with either silver side in
contact with the skin; secure the dressing in place using a secondary dressing
per local protocol.
o For exudating wounds, use an absorbent secondary dressing of
choice.
o For dry wounds, use a moisture-donating secondary dressing such as
hydrocolloid or pre-moistened foam or gauze.
Periodically check the edges of the Silverlon® dressing to ensure that it is
maintained in a moist condition.
For NPWT Use - Position the Silverlon® Dressing directly over the wound, in
contact with the skin; place foam or gauze fill media of choice on top of the
Silverlon® dressing and secure in place according to the instructions supplied
by the manufacturer of the negative pressure wound therapy equipment.
Silverlon® Wound Contact Negative Pressure Dressings and Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressings may be used for up
to 7 days, but may require more frequent changing depending on wound
condition and exudate buildup.
o In conjunction with negative pressure replace the Silverlon® dressing
whenever the foam / gauze fill media are replaced.
To remove Silverlon® Wound Contact Negative Pressure Dressings and
Silverlon® Wound Contact Easy Ag™ Negative Pressure Dressings, first
remove the foam / gauze fill media per local protocol, and then gently depress
surrounding skin while lifting the edges of the Silverlon® dressing.
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 lifting the corners.

application, all Silverlon® wound care products are disposed of as biomedical

waste per local protocol.



Podtlakové obvazy Silverlon®
Podtlakové obvazy Silverlon® Easy Ag™

Popis pomécky

Podtlakové kontaktné obvazy na rany Silverlon® a podtlakové kontaktné obvézy na
rany Silverlon® Easy Ag™ s sterilng, jednovrstvové, nelepivé, antimikrobialne
bariérové obvazy urcené na lokalne pouZzitie pri lie€be ran a pri liecbe ran pod
tlakom (NPWT) uréené na znizenie rizika infekcie ran.

Dostupné ako:

Kod Rozmer Kod Rozmer
NPD-22 5x5cm WCD22-NPS 5x5cm
NPD-45 10x12cm WCD45-NPS 10x12cm
NPD-58 13 x20 cm WCD58-NPS 12 x 20 cm
NPD-512 13 x 30 cm WCD512-NPS 12 x 30 cm
NPD-1212 30 x 30 cm WCD66-NPS 15x 15¢cm
NPG-L Rukavice WCD88-NPS 20 x 20 cm
WCD1212-NPS 30 x 30 cm

Kontaktny tlakovy obvaz na rany Silverlon® Wound Contact Negative Pressure
Dressing a tlakovy obvéz na rany Silverlon® Wound Contact Easy Ag™ Negative
Pressure Dressings obsahuju striebro, ktoré poskytuje dodatogny lokalny
antimikrobialny u€inok na zniZenie rizika infekcie rany organizmami citlivymi na
striebro.l6nové striebro je Sirokospektralne antimikrobidlne ¢inidlo, o ktorom sa
ukazalo, Ze je Gginné proti mnoZstvu patogénov spojenych s infekciou ran. Obvazy
Silverlon® boli testované in vitro a zistilo sa, Ze su Gginné proti mikroorganizmom,
ako sU: Enterococcus faecalis, Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter baumannii, Enterobacter cloacae, Staphylococcus epidermidis a
Klebsiella pneumoniae.

Podtlakové obvazy Silverlon® a podtlakové obvazy Silverlon® Easy Ag™ sa mozu
pouzivat so vSetkymi typmi poréznych penovych/gazovych obvazov a zariadeni na
oSetrenie ran pod tlakom.

Testovanie in vitro preukazalo, Ze tlakové obvéazy Silverlon® Negative Pressure
Dressing a Silverlon® Easy Ag™ Negative Pressure Dressings su kompatibilné s
MR.

Tlakové obvézy na rany Silverlon® Wound Contact Negative Pressure Dressing a
Silverlon® Wound Contact Easy Ag™ Negative Pressure Dressings sa odporucaju
pouzivat véeobecnymi a klinickymi lekarmi.

Ugel pouzitia

Podtlakové kontaktné obvazy na rany Silverlon® a podtlakové kontaktné obvézy na
rany Silverlon® Easy Ag™ su sterilng, jednovrstvové, nelepivé, antimikrobialne
bariérové obvazy urcené na lokalne pouzitie pri lie€be ran a pri liecbe ran pod
tlakom (NPWT) uréené na znizenie rizika infekcie ran.

Indikacie
Obvazy Silverlon® Wound Contact Negative Pressure Dressing a Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressing su profesionalne obvézy
na rany urené na pouZitie na akutne a chronické rany a v spojeni s podtlakovou
lieebou ran (NPWT) na lokalnu liecbu:

« Popaleniny 1. a 2. stupiia

* Rany v mieste darcu a $tepu

+  Traumatické a chirurgické rany

 diabetické vredy, preleZaniny a vaskularne vredy

+ Infikované rany*

*Podtlakové kontaktné obvazy na rany Silverlon® a podtlakové kontaktné obvazy
na rany Silverlon® Easy Ag™ sa mozu pouzivat na vy$sie uvedené infikované typy
ran. Ak sa infekcia pouziva na infikované rany, musi sa lie¢it' podla miestneho
klinického protokolu.

Podtlakové kontaktné obvazy na rany Silverlon® a podtlakové kontaktné obvézy na
rany Silverlon® Easy Ag™ 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.

«  Pod podtlakovymi kontaktnymi obvazmi na rany Silverlon® a podtlakovymi
kontaktnymi obvézmi na rany Silverlon® Easy Ag™ nepouzivajte masti alebo
krémy na baze ropy.

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

» Podtlakové kontaktné obvézy na rany Silverlon® a podtlakové kontaktné
obvazy na rany Silverlon® Easy Ag™ nevih¢ite peroxidom vodika alebo
povidén jédom.

» Ak sa u pacientov vyskytne alergicka reakcia, ako pluzgiere, svrbenie,
podrazdenie, zadervenanie, vyrazky alebo zmena farby pokozky, prestarite
produkt pouzivat a/alebo sa obratte na svojho vSeobecného lekara.

« V pripade klinickej infekcie, lokalne striebro nenahradza potrebu systémovej
lieCby, ani inej adekvatnej liecby infekcie.

*  Obvazy Silverlon® Wound Contact Negative Pressure Dressing a Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressings sa vzhfadom na
obmedzené klinické tdaje nemaju pouzivat' u deti, dojciat, pred¢asne
narodenych deti, novorodencov, tehotnych a dojciacich zZien.

«  Podtlakové kontaktné obvazy na rany Silverlon® a podtlakové kontaktné
obvézy na rany Silverlon® Easy Ag™ su uréené len na jednorazové pouzitie
a nesmu sa opakovane pouzivat. Opakované pouZitie méze nepriaznivo
ovplyvnit vykonnostné charakteristiky obvazu a tiez predstavuje riziko
infekcie pre pacienta.

«  Celkové trvanie pouZzitia podtlakovych kontaktnych obvézov na rany Silverlon®
a podtlakovych kontaktnych obvéazov na rany Silverlon® Easy Ag™ (t. j. v
pripade, Ze lie¢ba spociva v postupnej aplikacii jednotlivych obvazov) nesmie
prekrocit 30 dni.

* Podtlakové kontaktné obvézy na rany Silverlon® a podtlakové kontaktné
obvazy na rany Silverlon® Easy Ag™ nie su uréené na priamu aplikaciu na
exponované podkladové Struktury (napr. krvné cievy, kosti, §lachy, nervy).

* Ked sa podtlakové kontaktné obvéazy na rany Silverlon® a podtlakové
kontaktné obvézy na rany Silverlon® Easy Ag™ pouzivaju v spojeni s
komeréne dostupnymi systémami na lieGenie ran podtlakom, pouzivatelia by
sa mali riadit pokynmi na pouZitie poskytnutymi vyrobcom systému na lie¢bu
rén podtlakom na ochranu exponovanych podkladovych Struktar.

* Ked sa podtlakové kontaktné obvazy na rany Silverlon® a podtlakové
kontaktné obvézy na rany Silverlon® Easy Ag™ pouZivaju v spojeni s
komeréne dostupnymi systémami na lieGenie ran podtlakom, pouzivatelia by
sa mali riadit pokynmi na pouZitie poskytnutymi vyrobcom systému na lie¢bu
rén podtlakom tykajucimi sa Specifickych podmienok ran nevhodnych na liecbu
podtlakom a bezpe&nostnymi opatreniami, ktoré treba prijat v pripade vyskytu
krvacania pocas liecby rany podtlakom.

Kontraindikacie
+  Obvézy Silverlon® Wound Contact Negative Pressure Dressing a Silverlon®
Wound Contact Easy Ag™ Negative Pressure Dressings nepouzivajte u
pacientov so znamou citlivostou na striebro alebo nylon.
*  Podtlakové kontaktné obvézy na rany Silverlon® a podtlakové kontaktné
obvézy na rany Silverlon® Easy Ag™ nie su uréené na pouZitie pri
popaleninach 3. stupria.

BASIC UDI- DI - 08402473ANPWDEE

Prehlad bezpecnosti a klinickej ucinnosti (SSCP) pri antimikrobialnych obvézoch na
rany Argentum Medical Silverlon Antimicrobial Wound Dressings s pouZitim
zakladného UDI-DI najdete na nasledujicom odkaze (URL) spolo¢nosti Eudamed.

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

Neziaduce reakcie

Podtlakové kontaktné obvazy na rany Silverlon® a podtlakové kontaktné obvézy na
rany Silverlon® Easy Ag™ sa podrobili nezavislym Standardnym testom na
biologickl kompatibilitu in vitro a in vivo vratane cytotoxicity, senzibilizacie a
intrakutannej reaktivity. VSetky testy sa uskuto¢niovali v stlade s normou
Medzinarodnej organizacie pre normalizaciu (ISO) 10993 pre biologické hodnotenie
zdravotnickych pomdcok. Vysledky tudii naznadili, Ze podtlakové obvéazy Silverlon®
a podtlakové obvézy Silverlon® Easy Ag™ su pre uvedené pouzitie bezpecné.

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

Instrukcie na pouzivanie

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

«  Vyberte velkost obvazu Silverlon®, ktora Uplne pokryva ranu az po okraje
rany; podla potreby odstrihnite okraje obvazu.

« Obvaz Silverlon® aktivujte dékladnym navihéenim sterilnou vodou,
destilovanou vodou alebo normalnym solnym roztokom.

*  Obvéz Silverlon® umiestnite priamo na ranu, pricom kazda strana striebra je v
kontakte s pokozkou; zabezpeéte obvaz na mieste pomocou sekundarneho
obvézu podla miestneho protokolu.

o Na exsudéciu ran pouzite absorpény sekundarny obvaz podla vyberu.

o Pre suché rany pouzite sekundarny obvaz dodavajtci vihkost, ako je
hydrokoloid alebo predvih¢ena pena alebo gaza.

«  Okraje obvéazu Silverlon® pravidelne kontrolujte, aby ste sa uistili, Ze je
udrziavany vo vihkom stave.

* Na pouzitie s NPWT — umiestnite obvaz Silverlon® priamo na ranu v kontakte
s pokozkou; naneste penové alebo gazové plniace médium podfa vyberu na
vrchnu ¢ast obvazu Silverlon® a zaistite ho podia pokynov vyrobcu zariadenia
na lie€bu ran podtlakom.

*  Podtlakové kontaktné obvézy na rany Silverlon® a podtlakové kontaktné
obvézy na rany Silverlon® Easy Ag™ sa mézu pouzivat az 7 dni, ale mézu si
vyzadovat CastejSie vymenu v zavislosti od stavu rany a nahromadenia
exsudatu.

oV slvislosti s podtlakom vymeiite obvaz Silverlon® vzdy, ked sa
vymeni penové/gazové plniace médium.

* Ak chcete odstranit podtlakové kontaktné obvézy na rany Silverlon® a
podtlakové kontaktné obvézy na rany Silverlon® Easy Ag™, najskor odstrarite
plniace médium z peny/gazy podla miestneho protokolu a potom jemne stlacte
okoliti pokozku a si¢asne zdvihajte okraje obvézu Silverlon® .

o Ak dojde k prilepeniu obvazu k rane, navlhgite obvaz podla potreby
sterilnou vodou, destilovanou vodou alebo normalnym fyziologickym
roztokom, aZ kym ho nebude mozné lahko odstranit jemnym
zdvihnutim okrajov.

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

Silverlon® obloge z negativnim tlakom
Silverlon® Easy Ag™ obloge z
negativnim tlakom

Opis pripomocka

Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z negativnim
tlakom Silverlon® Easy Ag™ so sterilne, enoplastne, nelepljive in antimikrobne
zastitne obloge za povrsinsko rabo pri oskrbi ran in zdravljenju z negativnim
tlakom (NPWT) z namenom, da se zmanj$a tveganje za infekcijo rane.

Na voljo kot:
Sifra Velikost Sifra Velikost
NPD-22 5x5cm WCD22-NPS 5x5cm
NPD-45 10x 12 cm WCD45-NPS 10x12cm
NPD-58 13 x 20 cm WCD58-NPS 12 x 20 cm
NPD-512 13 x 30 cm WCD512-NPS 12 x 30 cm
NPD-1212 30 x 30 cm WCD66-NPS 15x15cm
NPG-L Rokavica WCD88-NPS 20 x 20 cm
WCD1212-NPS 30 x 30 cm

Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z negativnim
tlakom Silverlon® Easy Ag™ vsebujejo srebro, ki zagotavlja dodatno lokalno
protimikrobno delovanje in zmanj$uje tveganje za okuzbo rane z organizmi,
obdéutljivimi 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.

Obloge z negativnim tlakom Silverlon® in obloge z negativnim tlakom Silverlon®
Easy Ag™ se lahko uporabljajo z vsemi vrstami oblog iz pene ali gaze ter z vso
opremo za zdravljenje ran s tlakom.

Med in vitro testiranjem je bilo dokazano, da so kontaktne obloge z negativnim
tlakom Silverlon® in kontaktne obloge z negativnim tlakom Silverlon® Easy Ag™
zdruzljive z napravo MRI.

Priporo¢a se, da kontaktne obloge z negativnim tlakom Silverlon® in kontaktne
obloge z negativnim tlakom Silverlon® Easy Ag™ uporabljajo strokovni
zdravstveni delavci in izvajalci zdravstvenih storitev.

Predvideni namen

Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z negativnim
tlakom Silverlon® Easy Ag™ so sterilne, enoplastne, nelepljive in antimikrobne
zasgitne obloge za povrsinsko rabo pri oskrbi ran in zdravljenju z negativnim
tlakom (NPWT) z namenom, da se zmanj$a tveganje za infekcijo rane.

Indikacije
Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z negativnim
tlakom Silverlon® Easy Ag™ so namenjene strokovni uporabi in so indicirane za
oskrbo akutnih in kroniénih ran ter v povezavi s terapijo ran z negativnim tlakom
(NPWT) pri lokalnem zdravljenju:

« opeklin 1. in 2. stopnje,

ran na presaditvenem in odvzemnem mestu,

« hudih in kirurskih ran,

« razjedami zaradi diabetesa ali pritiska in vaskularnimi razjedami

* inficiranih ran.*

*Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z
negativnim tlakom Silverlon® Easy Ag™ se lahko uporabljajo pri oskrbi zgoraj
nastetih inficiranih ran. Pri oskrbi inficiranih ran je treba infekcijo zdraviti skladno z
lokalnim kliniénim protokolom.

Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z negativnim
tlakom Silverlon® Easy Ag™ 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.

«  Pod kontaktnimi oblogami z negativnim tlakom Silverlon® in kontaktnimi
oblogami z negativnim tlakom Silverlon® Easy Ag™ ne uporabljajte maziv in
krem na osnovi petroleja.

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

«  Kontaktnih oblog z negativnim tlakom Silverlon® in kontaktnih oblog z
negativnim tlakom Silverlon® Easy Ag™ ne vlazite z vodikovim peroksidom
ali povidon-jodom.

« Ce se pri bolnikih pojavijo kakrne koli alergijske reakcije, kot so mehurji,
srbenje, draZenje, pordelost, koZni izpu$caji ali sprememba barve,
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.

«  Kontaktnih oblog z negativnim tlakom Silverlon® in kontaktnih oblog z
negativnim tlakom Silverlon® Easy Ag™ se ne sme uporabljati pri otrocih,
dojenckih, nedonosenckih, novorojenckih, nose¢nicah in doje¢ih materah
zaradi omejenih klini¢nih podatkov.

« Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z
negativnim tlakom Silverlon® Easy Ag™ so namenjene 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 kontaktnih oblog z negativnim tlakom Silverlon® in
kontaktnih oblog z negativnim tlakom Silverlon® Easy Ag™ (tj. kadar
zdravljenje zahteva veckraten nanos posameznih oblog) ne sme biti dalj$e od
obdobja 30 dni.

«  Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z
negativnim tlakom Silverlon® Easy Ag™ niso namenjene neposrednemu
nanosu na razkrite notranje strukture (tj. krvne Zile, kosti, vezi in Zivci).

«  Pri uporabi kontaktnih oblog z negativnim tlakom Silverlon® in kontaktnih
oblog z negativnim tlakom Silverlon® Easy Ag™ skupaj s komercialno
dostopnimi sistemi za zdravljenje ran s tlakom morajo uporabniki slediti
proizvajaléevim navodilom za uporabo, priloZenim sistemu za zdravljenje ran
z negativnim tlakom, v smislu za$¢ite razkritih notranjih struktur.

«  Pri uporabi kontaktnih oblog z negativnim tlakom Silverlon® in kontaktnih
oblog z negativnim tlakom Silverlon® Easy Ag™ skupaj s komercialno
dostopnimi sistemi za zdravljenje ran s tlakom morajo uporabniki slediti
proizvajaléevim navodilom za uporabo, priloZenim sistemu za zdravljenje ran
z negativnim tlakom, v smislu specifiénih stanj rane, ki niso primerna za
zdravljenje z negativnim tlakom, in previdnostnih ukrepov v primeru krvavenja
med zdravljenjem z negativnim tlakom.

Kontraindikacije
«  Kontaktnih oblog z negativnim tlakom Silverlon® in kontaktnih oblog z
negativnim tlakom Silverlon® Easy Ag™ ne uporabljajte pri bolnikih z znano
preobcutljivostjo na srebro ali najlon.
« Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z
negativnim tlakom Silverlon® Easy Ag™ niso namenjene za oskrbo opeklin 3.
stopnje.

BASIC UDI- DI -08402473ANPWDEE

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

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

Nezeleni dogodki

Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z negativnim
tlakom Silverlon® Easy Ag™ so bile neodvisno testirane v standardnem in vitro ter
in vivo okolju, in sicer za citotoksi¢no, obgutljivostno in subkutano reaktivnost. Vsi
testi so bili izvedeni skladno s serijo standardov za bioloSko ovrednotenje
medicinskih pripomockov 10993 Mednarodne organizacije za standardizacijo (ISO).
Rezultati teh $tudij indicirajo, da so obloge z negativnim tlakom Silverlon® in obloge
z negativnim tlakom Silverlon® Easy Ag™ varne za svojo predvideno uporabo.

O vsakem resnem incidentu ali pritoZbi v zvezi s pripomockom porocajte
proizvajalcu Argentum Medical LLC, 2571 Kaneville court, Geneva, IL 60134, tel.
St.: + 1 888.551.0188 in 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 odistite 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.

« lIzberite velikost obloge Silverlon®, ki rano pokriva v celoti, do njenih robov; po
potrebi obreZite robove obloge.

« Aktivirajte oblogo Silverlon® tako, da jo temeljito navlaZite s sterilno vodo,
destilirano vodo ali obi¢ajno fizioloSko raztopino.

« Namestite oblogo Silverlon® neposredno ¢ez rano tako, da je katerakoli od
strani, ki vsebuje srebro, v neposrednem stiku s koZo; oblogo pritrdite s
sekundarno oblogo skladno z lokalnim protokolom.

o Priranah z izcedkom uporabite poljuben resorbilen sekundarni povoj.
o Pri suhih ranah uporabite vlazilen sekundarni povoj, kot sta
hidrokoloidni povoj ali predhodno navlazena pena oz. gaza.

« Pogosto preverjajte robove obloge Silverlon® in tako zagotovite, da ohranjate
ustrezno vlaznost.

*  Prizdravljenju s tlakom: namestite oblogo Silverlon® neposredno ez rano
tako, da je v stiku s koZo; ¢ez oblogo Silverlon® namestite poljuben medij iz
pene ali gaze in ga pritrdite na mesto skladno z navodili proizvajalca opreme
za zdravljenje z negativnim tlakom.

« Kontaktne obloge z negativnim tlakom Silverlon® in kontaktne obloge z
negativnim tlakom Silverlon® Easy Ag™ se lahko uporabljajo do 7 dni, vendar
je lahko glede na stanje rane in nabiranje izcedka potrebno pogostejSe
previjanje.

o Priuporabi z opremo za zdravljenje z negativnim tlakom oblogo
Silverlon® zamenjajte ob vsaki menjavi medija iz pene/gaze.

«  Priodstranjevanju kontaktne obloge z negativnim tlakom Silverlon® in
kontaktne obloge z negativnim tlakom Silverlon® Easy Ag™ najprej skladno z
lokalnim protokolom odstranite medij iz pene/gaze, nato pa nezno pritisnite na
koZo v okolici rane in privzdignite robove obloge Silverlon®.

oV primeru lepljenja na rano oblogo po potrebi vlaZite s sterilno vodo,
destilirano vodo ali obi¢ajno fizioloSko raztopino, vse dokler je ne
morete enostavno odstraniti s previdnim privzdigovanjem robov.

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



