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 Dimensiune Cod Dimensiune Cod Dimensiune
- compresa —— Compresa —— compresa
WPD-22 5x5cm WPD-212 5x30 cm BPD-44 10x12cm
WPD-23 5x8cm WPD-38 8 x20cm BPD-48  10x20cm
WPD-26 5x15cm WPD-310 8 x 25 cm BPD-816 20 x40 cm
WPD-28 5x20cm WPD-316 8 x40 cm

WPD-210 5x25cm WPD-44 10x12cm

Pansamentele tampon pentru rani si pentru arsuri Silverlon® contin
argint pentru a oferi un efect antimicrobian local secundar 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 tampon pentru rani si
pentru arsuri Silverlon® sunt compatibile cu procedurile RMN.

Pansamentele tampon pentru rani si pentru arsuri Silverlon® sunt
recomandate pentru utilizarea de catre furnizorii de servicii medicale
si profesionistii din domeniul sénatatii si de catre personalul de
specialitate medico-sanitar.

Destinatia de utilizare

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.

Indicatii
Pansamentul tampon pentru rani si pansamentele tampon pentru
arsuri Silverlon® sunt pansamente pentru rani de uz profesional,
destinate utilizarii pe ranile acute si cronice pentru gestionarea la
nivel local a urmétoarelor:

* 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 rani si pentru arsuri Silverlon® sunt
indicate pentru o durata totala de contact (mai precis, in cazurile in
care tratamentul implica aplicarea consecutiva de pansamente
individuale) de pana la 30 de zile.

Avertismente

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

* Nu utilizati daca punga este deterioratd sau deschisa.

* Nu utilizati unguente sau creme pe bazéa de petrol sub pansamentul
tampon pentru arsuri si pentru rani Silverlon®.

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

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

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

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

« Caurmmare a numarului limitat de date clinice, pansamentele tampon
pentru rani si pentru arsuri Silverlon® nu trebuie utilizate pe copii,
bebelusi, sugari prematuri, nou-nascuti, femei gravide si care
alapteaza.

MNepiypagn ouokeung

Ta emBépara TPAUPATOG UE TAPTIOV Kal ETIOEPATA EYKAUPATOG PE TAPTIOV
Silverlon® eival amooTeIpwéva, TTOMATIAWY OTPWOEWY, un
TTPOCKOAANTIKA, aTTOPPOPNTIKA, avTIHIKPORIGKG ETIBEPATA TTOU TTAPEXOUV
@paypod, TTou TTpoopifovTal yia TOTTIKA Xprion oTn dIaxeipion TPAUPATWY.

Ai0béoipo wg:

. Méyebog . Méyefog . Méyebog
Kuwbikée £mBéparog Kuwbikée £mBéparog Kwbikée £mBéparog
WPD-22 5x5cm WPD-212 5x30cm  BPD-44 10x12cm
WPD-23 5x8cm WPD-38 8x20cm BPD-48 10x20cm
WPD-26 5x15cm WPD-310 8x25cm  BPD-816 20 x40cm
WPD-28 5x20 cm WPD-316 8 x40 cm
WPD-210 5x25cm WPD-44 10 x 12 cm

Ta emBépara TPAUPATOG UE TAPTTOV Kal Ta ETIOEPATA EYKAUPATOG PE
Taptoév Silverlon® Trepiéxouv GPyupo WOTE va TTapEXeTal BondnTikr, TOTTIKR
avTIHIKpoRIaKr dpdon woTe va pelwdEi o kivduvog pdAuvong Tou TpaluaTog
atéd opyaviopoUg Trou gival euaiobnTtol aTov dpyupo.To IWVIKG Gpyupo eival
£va avTIPIKPORIKS EUPEDG PATHATOG, TO OTTOIO £XEI ATTODEIXBET OTI €ival
QATTOTEAEOATIKG £VaVTI PI0G OEIPAg TTaBoydvwy TTou oxeTifovTal ue poAuvon
Tpaupatog. Ta emBépaTta TPAUPATOG UE TOPTTOV KAl ETTIBEPATA EYKAUNOTOG
pe TapTév Silverlon® £xouv SokigaoTei in vitro kai BpéBnkav
QATTOTEAEOHATIKG £VaVTI JIKpoOpyaviopwy 6TTwg:Enterococcus faecalis,
Staphylococcus aureus, Pseudomonas aeruginosa, Acinetobacter
Baumannii, Enterobacter cloacae, Staphylococcus epidermidis kai
Klebsiella pneumoniae.

O1 okIyég in vitro éxouv deigel 0TI Ta £TTIBEPATA TPAUHATOG PE TAPTIOV KAl T
emMBEpaTa eykalparog pe Tapmov Silverlon® eival oupBard pe MRI.

Ta emBEépaTa TPAUHATOG PE TAUTIOV KAl Ta ETTIOEPATA EYKAUUOTOG HE
TapTév Silverlon® cuvioTwvTal yIo Xprion atmd £TTayyEAPATIEG TTAPOXOUG
@povTidag uyeiag kai eTTayyeApaTieg KAIVIKRG TrepiBaiyng.

MpoBAemoépevn xprion

Ta emBépaTa TPAUHATOG PE TAPTIOV Kal EMBEPATA EYKAUPATOG PE TAPTIOV
Silverlon® gival aTooTeIpWPEVA, TIOMATTAWY OTPWOEWY, N
TTPOCKOAANTIKA, ATTOPPOPNTIKA, AVTIHIKPOBIOKG ETIBEPATA TTOU TTAPEXOUV
@paypd, TTou TTPooPifovTal yia TOTTIKA XPron oTn SIaXEipIon TPAUHATWY.

Evdsigeig
Ta emBépaTa TPAUHATOG PE TAPTIOV KAl Ta ETTIOEPATA EYKAUUOTOG HE
TapTév Silverlon® gival emBEpaTa TPAUUATWY YO ETTAYYEAUATIKA Xprion
TTOU TTPOoOpIdoVTal YIa XPran O€ oggia Kal Xpovia TpaduaTa yia TNV TOTTIKA
Siaxeipion Twv €§Ag:

* Eykaupdtwv 1ou kai 2ou Babuou.

*  TpaupdTtwy d6TN Kal HOOXEUPATOG

*  AlaBNTIKWV, TTEONG Kal PAEBIKWV EAKWV

*  TPauPATIKWVY Kal XEIPOUPYIKWV TPAUPGTWY

*  HOAUOUEVWY TPAUPATWV*

*Ta emBépaTa TPAUPATOG PE TAPTIOV KAl ETTIOENATA EYKAUPOTOG UE TAPTIOV
Silverlon® ptopei va xpnoipoTroinBei oTa poAuopéva TpaUpaTa TTOU
avagépovTal Tapamdvw.OTav xpnaigotoloUvial o€ HoAuouéva Tpaduata,
n Aoipwégn TTPETTEN v QVTIMETWTTIZETA CUPPWVA PE TO TOTTIKO KAIVIKO
TIPWTOKOAAO.

Ta emBéparta TPAUPATOG HE TAPTIOV KAl TO ETTIOEPATA EYKAUPATOG PE
TapTov Silverlon® utrodeikviovTal yia GUVOAIKH SIGpKela eTagrg (SnA.
&1ou n Bepatreia TepIAABAVEl BIABOXIKA EQAPUOYH HEMOVWHEVWV
eMOETPWY) yia Ewg 30 NEPES.

MpogidoToInoeig

*  Mnv XpnoIgoTIOIEITE PETA TNV NUEPOMNVia A§NG OTN CuoKeuaaia Tou
TIPOIGVTOG.

*  Mnv 10 XpNOIPOTTOIEITE EAV TO POKEAGKI EiVAI KATEOTPAPPEVO 1) AVOIXTO.

*  Mnv xpnoigoToleite aAOIQEG 1) KPEPEG UE BATT) TO TTETPEAAIO KATW ATTO
TO ETTOEPA TPAUPATOG HE TAPTTOV KAl ETTIBEPATA EYKAUHATOG HE TAUTIOV
Silverlon®

*  AToQUYETE TNV £TTAQP PE NAEKTPODIA I} AYWYIHEG YEAES KATA TIG
nAexTpoVIKéG peTprioelg Tr.x. HE kar HKT.

*  Mnv BpéxeTe Ta emMOEPATA TPAUPATOG PE TAPTTOV KAl ETTIOEPATA
eykaupatog pe Tapmov Silverlon® pe utrepogeidio Tou udpoyovou i
1wd1oUxo TToRIBOVN.

« Edv o1 aoBeveig epgavigouv kdmola aAAepyIKA avTidpaan 6Trwg
@AUKTaIVOTTOINGT, EPEBICUO, EpUBPOTNTA, SEPHATIKG eEavBruaTa 1
QATTOXPWHATIONS, SIAKOWTE TN XPAON /KAl ETTIKOIVWVACTE UE TOUG
TTapdXoug PPOVTIdAG UYEIDG.

«  Zmnv TePITTwon KAIVIKAG HOAUVONG, 0 TOTTIKOG Gpyupog Sev
UTTOKaBIOTA TNV avAykn yia guoTnpikh aywyr fj GAAn KaTdAANAn
Beparreia yia TNV pdAuvon.

*  Ta emBépara TPAUPATOG PE TAPTTOV KAl Ta ETOEUATA EYKAUPATOG PE
Taptév Silverlon® dev Ba TPéTTEl va XpnoiyoTrololvTal og Traidid,
Hwpd, Tpdwpa BPEPn, veoyvd, eykUioug kal BnAddouceg yuvaikeg
AOyw TwV TIEPIOPICHEVWV KAIVIKWV SESOPEVWIV.

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

« Pansamentele tampon pentru rani si pentru arsuri Silverlon® sunt
destinate sa fie de unicé folosinta si nu trebuie refolosite. Refolosirea
poate afecta negativ caracteristicile de performanta ale pansamentului
si, de asemenea, prezinta riscul de infectare a pacientului.

Durata totald de utilizare a pansamentelor tampon pentru arsuri si
pentru rani Silverlon® (adica atunci cand tratamentul implica aplicarea
consecutiva a pansamentelor individuale) nu trebuie s& depdseasca 30
de zile.

Contraindicatii
« Nu utilizati pansamentele tampon pentru rani si pentru arsuri Silverlon®
la pacientii cu o sensibilitate cunoscuté la argint sau nailon.
+ Pansamentele tampon pentru arsuri si pentru rani Silverlon® nu
sunt destinate utilizarii pe arsuri de gradul 3.

BASIC UDI-DI - 08402473MLAWDFR

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

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 Internationald 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.

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 Tarile de Jos Tel. +(31) (0) 70 345-8570 si se raporteaza si
autoritatii locale competente.

Instructiuni de utilizare

+ Curéatati rana cu apa sterila, apa distilata sau solutie salind normala,
indepértand reziduurile necrotice sau escare, dupd cum este necesar,
conform protocolului local.

* Alegeti dimensiunea tamponului pansamentului care s& se suprapuna
marginilor ranii cu 1-2 cm.

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

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

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

o In cazul ranilor uscate, utilizati un pansament extern care ofera
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 indepérta pansamentul tampon pentru arsuri si pentru rani
Silverlon®, mai intai indepértati pansamentul extern conform
protocolului local, apoi apasati usor pielea din jur in timp ce ridicati
marginile pansamentului.

o Tn cazul in care pansamentul se lipeste de rana, umeziti
pansamentul cu apa sterila, apa distilata sau solutie salina
normald, dupa cum este necesar, pana cand acesta poate fi
indepaértat 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 Tpavparog pe Taptov Silverlon®
Em@épara eykavparog pe Tapmov Silverlon®

*  Ta emBépara TPaUPATOG UE TAPTTOV KOl TA ETTIBEUATA EYKAUPATOG PE
TapTév Silverlon® TTpoopidovTal 6vo yia pia xprion kai dev Oa TTPETTEl
va eTmavaypnoipotrolodvTal. H ek véou xprion pTropei va emnpedoel
aAPVNTIKA TA XAPAKTNPIOTIKAE aTTOS00NG TOU ETTIOECHOU KI aTTOTEAET
£TTiong Kivduvo PéAuvong yia Tov acBevh.

* H ouvoAikn didpkela Xpriong Twv eMBOEPATWY TPAUPATOG PE TAPTIOV Kal
£mBépaTa eykalpaTog pe TauTrév Silverlon® (3nA. 61Tou n Bepateia
TrepIAapBAavel SIaBOXIKN EQAPUOYT HEUOVWHEVWY ETTIBETHWY) SeV
Tpémel va utrepBaivel Tig 30 NUEPES.

Avrevdeieig

*  Mnv XpnOIYOTIOIEITE T ETTIBEPATA TPAUHATOG PE TOUTTOV Kal TO
emBépaTa eykalpaTtog pe TauTov Silverlon® oe aoBeveig pe yvwoTh
guaioBnaia aTov dpyupo A To VAIAOV.

*  Ta emBépara TPaUPATOG UE TAPTTOV KOl ETTIOEUATA EYKAUUATOG HE
TapTov Silverlon® dev TrpoopifovTal yia xprion o€ eykalpata 3ou
BaBpou.

BASIC UDI- DI - 08402473MLAWDFR

Avarpégre oTov Trapakdtw cUvdeopo Eudamed (URL) yia Tnv TrepiAnyn Twv
XOPAKTNPIOTIKWY ACPAAEIAg Kal TwV KAIVIKWY emdéoewy (SSCP) oupgwva
pe v Argentum Medical Silverlon AvTipiKpoBIOKWY ETTIBECUWY TTOU
Xpnoipotrololv 1o Baoiké UDI-DI.

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

AvemO0uNTEG EVEPYEIEG

Ta emBépara TpalPATOG UE TAPTIOV KAl ETMOEPATA EYKAUHATOG HE TAPTIOV
Silverlon® éxouv uTrofAnBEi o€ avegdpTnTa TTPATUTTA SOKIPEG
BlooupBardTnTag in vitro Kai in vivo, oupTrEPIAaUBAVOUEVWV
KUTTAPOTOEIKOTNTAG, EUAIOONTOTTOINONG KAl EVOOSEPUIKAG
avTIdpaoTIkETNTaG. OAEG Ol SOKIUEG TTpayUaTOTIOINONKAY GUPPWVA HE TOV
Aigbvry Tutrotroinuévo Opyaviopo (ISO) 10993 Standard Series yia
BioAoyikr AgloAdynon laTpikwy ZUCKEUWV. Ta OTTOTEAEGUOTA QUTWY TwV
HEAETWY €de1§av OTI Ta eMBEPATA TPAUPATOG HE TAPTTOV Kal ETTIBEpATA
eykaupatog pe Taptov Silverlon® eivar aoalr yia Tnv TpoopIfduevn xprion
TOUG.

OTroi08iTToTE GOPaPd TEPIOTATIKG i oTroIadrTTOTE 0OBaPN KaTayyeAia o€
oxéon HE TO TEXVOAOYIKO TTPOIGV va avapEPETal oTov KataokeuaoTr
Argentum Medical LLC, 2571 Kaneville court, Geneva, IL 60134 Ap.
TnAepwvou + 1 888.551.0188 kai oTov avTimpdéowTto otnv EE, Tnv Emergo
Europe Westervoortsedijk 60. 6827 AT Arnhem OAAavdia TnA. +(31) (0) 70
345-8570 kal va ava@épeTal oTnv Katd T6TToug apuédia apxn.

O8nyieg xpriong

«  KoaBapioTe TNV TTANYR Y€ ATTOOTEIPWHEVO VEPO, ATTOOTAYHEVO VEPOS 1)
QUOIOAOYIKO 0pO, ATTOHOKPUVOVTAG TO VEKPWTIKG Bpavcuara fj eoxapa
OTIWG aTTaITEITAl TUHPWVA UE TO TOTTIKG TIPWTOKOAAO.

«  EmA&ETE Ta €mMOEUATA TPAUPATOG PE TAUTIOV PEPEYEBOG ETTIBEUATOG TTOU
ETMKAAUTITEI Ta TIEPIBWPIA TOU TpaUPaTog katd 1-2 cm.

« EvepyotromoTe 1o eTiBepa TPAUPATOG PE TAPTTOV Kal ETNIOEPATA
eykalpaTog pe TapTrov Silverlon® SiaBpéxovTag To PE ATTOOTEIPWHEVO
VePO, ATTOOTAYHEVO VEPO I} PUTIOAOYIKS 0pP6.

*  TomoBetAaTE TO £TTBEUA TPAUPATOG PE TAUTTOV Kal ETTIOEUATA
eykalpaTog pe Taptrov Silverlon® €101 WOTE To €TTiOEPA va BpiokeTal
aKkpIBWG TTavw aTrd TV TTANYN Kal n acnpévia TTAEUpA Tou £TIdECHOU
Vo £PXETAI O€ ETTAPN PE TO FEPUA. AOPAAIOTE PE EGWTEPIKO ETTIOETUO
avahoya pe To TOTTIKG TTPwTAKOAAO.

o o Tpavpara pe e§idpwon, XPNOIMOTIOINOTE £vav ESWTEPIKO
ATTOPPOPNTIKS ETTIOETHO TNG ETTIAOYAG OAG.

o Ta gnpég TTANYEG, XPNOIMOTIOINOTE EEWTEPIKG ETTIGETHO TTOU
TIApEXEl Uypaoia, OTTwG USPOKOAAOEIBEG ) TIPO-UYPAUEVO appPd
1 yéda.

«  EAéyxete mepiodikd Ta dkpa Tou emMBEpaTog Silverlon® yia va
BeBaiwBeite 6T JlATNPOUVTAI TA CWOTA ETTITTEDA UYPATIaG.

*  Ta emBépara TPAUPATOG UE TAUTIOV KAl ETTIBEPATA EYKAUPATOG PE
TapTov Silverlon® pTropoUv va XpnalgoToinBouv £wg Kal 7 nUéPES,
aAAG pTTopEi va atraitodv ouxvoTepn aAAayr) avaAoya pe TNV KAtaoTaon
TOU TPAUPATOG KAl TN CUCOWPEUON E&ISPWHATOG.

« Ta va a@aipéoeTe To ETTOEPA TPAUPATOG UE TAPTIOV KAl ETTIBEPATA
eykalpaTog pe TapTrov Silverlon® a@aipéoTe TTPWTA TO EEWTEPIKO
£TMIOEOUO avaAoya PE TO TOTTIKG TTPWTOKOAAO Kal, OTN OUVEXEIQ, TTIECTE
atraAd 1o TTEPIBAANOV SEPHA EVW) ONKWVETE TA AKPA TOU ETTIBEPATOG.

o Edv 10 emiBepa TpookoAANBei oTo Tpalpa, uypdaveTe To eTTBEpA
HE ATTOOTEIPWHEVO VEPOS, ATTOOTAYUEVO VEPS i} PUAIOAOYIKS 0PO,
£wg OTou PTTOPEi Vo apalpedei eUKOAQ To eTBepa TPABWVTAG
atmaAd TIG AKPEG.

MeTté TV epappoyr}, 6Aa Ta TpoidvTa gpovTidag Tpaupdtwy Silverlon®
QATTOPPITITOVTAl WG BIOXNMIKG ATTOPPIUPATA CUPPWVA PE TO KATE TOTTOUG
TIPWTOKOAAO.
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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:

Code Pad Size  Code Pad Size Code Pad Size
WPD-22 5x5cm WPD-212 5x30cm BPD-44 10x12cm
WPD-23 5x8cm WPD-38 8x20cm BPD-48 10x20cm
WPD-26 5x15cm  WPD-310 8x25cm BPD-816 20 x 40 cm
WPD-28 5x20cm  WPD-316 8 x 40 cm

WPD-210 5x25cm  WPD-44 10x12cm

Silverlon® Wound Pad and Burn Pad 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® 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® Wound Pad and Burn Pad
Dressings to be MRI compatible.

Silverlon® Wound Pad and Burn Pad Dressings are recommended
for use by professional healthcare providers and clinical
practitioners.

Intended Purpose

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.

Indications
Silverlon® Wound Pad Dressing and Burn Pad Dressings are
professional use wound dressings intended for use on acute and
chronic wounds for local 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 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 Pad and Burn Pad Dressing.

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

« Do not moisten Silverlon® Wound Pad and Burn Pad 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.

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

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

« 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 infection to the patient.

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® Wound Pad Dressings
Silverlon® Burn Pad Dressings

« 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
« Do not use 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.

BASIC UDI- DI - 08402473MLAWDFR

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 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.

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 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.

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

« 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.

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


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

Tampénové obvazy na rany Silverlon®
Tampénové obvazy na popaleniny

Silverlon®

Popis pomocky

Tampdnové 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:

- Velkost' - Velkost' . Velkost'
Koéd o Kéd ———  Kod Pom——
— tampénu b tampénu —— tampénu
WPD-22 5x5cm WPD-212 5x30cm BPD-44 10x12cm
WPD-23 5x8cm WPD-38 8x20cm BPD-48 10x20cm
WPD-26 5x15cm  WPD-310 8x25cm BPD-816 20 x 40 cm
WPD-28 5x20cm  WPD-316 8 x40 cm
WPD-210 5x25cm  WPD-44 10x12cm

Obvazy Silverlon® na rany a popaleniny obsahuju striebro, ktoré
poskytuje dodatoény lokalny antimikrobialny G¢inok na znizenie rizika
infekcie rany organizmami citlivymi na striebro.I6nové striebro je
Sirokospektralne antimikrobialne ¢inidlo, o ktorom sa ukazalo, Ze je
ucinné proti mnozstvu patogénov spojenych s infekciou ran.
Tampdnové obvazy na rany a popaleniny Silverlon® boli testované in
vitro a zistilo sa, Ze s U€inné proti mikroorganizmom, ako su:
Enterococcus faecalis, Staphylococcus aureus, Pseudomonas
aeruginosa, Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis a Klebsiella pneumoniae.

Testovanie in vitro preukazalo, Ze obvéazy Silverlon® na rany a
popaleniny su kompatibiiné s MR.

Obvazy Silverlon® na rany a popaleniny sa odporuc¢aju na
pouzivanie vSeobecnymi a klinickymi lekarmi.

Uéel pouzitia

Tampdnové obvazy na rany a popaleniny Silverlon® su sterilné,
viacvrstvové, neprilnavé, absorpéné, antimikrobialne bariérové
obvazy uréené na lokalne pouzitie pri lie€be ran, aby sa znizilo riziko
infekcie ran.

Indikacie
Obvazy Silverlon® na rany a popaleniny su profesionalne obvazy na
rany uréené na pouzitie na akutne a chronické rany na lokalnu lie¢bu:
* Popaleniny 1. a 2. stupfia
* Rany v mieste darcu a Stepu
« Diabetické, tlakové a Zilové vredy
+ Traumatické a chirurgické rany
* Infikované rany*

*Tamponové obvazy na rany a popaleniny Silverlon® sa mézu pouzit
na vy$Sie uvedené infikované rany. Ak sa infekcia pouziva na
infikované rany, musi sa liecit podla miestneho klinického protokolu.

Obvazy Silverlon® na rany a popaleniny su indikované na celkové
trvanie kontaktu (t. j. ak liecba zahffia postupni aplikaciu jednotlivych
obvézov) do 30 dni.

Varovania

* Na obale produktu nepouzivajte datum exspiracie.

« Nepouzivajte, ak je vrecko poSkodené alebo otvorené.

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

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

« Tampdnové obvazy na rany a popaleniny Silverlon® nevihéite
peroxidom vodika alebo povidén jédom.

« Ak sa u pacientov vyskytne alergicka reakcia, ako pluzgiere,
svrbenie, podrazdenie, zacervenanie, 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 adekvatne;j liecby infekcie.

+ Obvazy Silverlon® na rany a popaleniny vzhlfadom na
obmedzené klinické udaje nepouzivajte u deti, dojciat,
predéasne narodenych deti, novorodencov, tehotnych a
dojciacich Zien.

« Obvazy Silverlon® na rany a popaleniny st uréené len na
jednorazové pouzitie a nemaju sa pouzivat opakovane.
Opaétovné pouzitie méze nepriaznivo ovplyvnit funkciu obvazu a
zarovefi pre pacienta predstavuje riziko infekcie.

« Celkové trvanie pouzitie tampénovych obvéazov na rany a
popéleniny Silverlon® (t. j. v pripade, Ze lie¢ba vyZzaduje postupnu
aplikaciu jednotlivych obvazov) nesmie prekrogcit' 30 dni.

Kontraindikacie
« Obvazy Silverlon® na rany a popaleniny nepouzivajte u pacientov
so znamou citlivostou na striebro a nylén.
« Tampdnové obvézy na rany a popaleniny Silverlon® nie st
uréené na pouzitie pri popaleninach 3. stupna.

BASIC UDI- DI - 08402473MLAWDFR

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

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

Neziaduce reakcie

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

Kazdy zavazny pripad alebo staznost v suvislosti s danou
zdravotnickou pomdckou 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
prislusnému organu.

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 tampoénového obvazu, ktory prekryva okraje rany
otlaz2cm.

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

« Tampdnové obvézy na rany a popaleniny Silverlon® umiestnite
tak, aby tampon bol priamo na rane a aby strieborna strana
obvazu bola v kontakte s pokozkou; zaistite vonkajSim obvazom
podla miestneho protokolu.

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

o Na suché rany pouzite vonkajsi obvaz dodavajuci vihkost,
ako je hydrokoloid alebo predvihéena pena alebo gaza.

« Okraje obvazu Silverlon® pravidelne kontrolujte, aby ste sa uistili,
Ze je udrziavana spravna urover vihkosti.

« Tampdnové obvazy na rany a popaleniny Silverlon® sa mézu
pouzivat az 7 dni, ale mézu si vyZadovat CastejSie vymeny v
zavislosti od stavu rany a nahromadenia exsudatu.

« Ak chcete odstranit tampénové obvézy na rany a popaleniny
Silverlon®, najskér odstrarite vonkaj$i obvaz podla miestneho
protokolu, potom jemne stlaéte okoliti kozu a suc¢asne zdvihajte
okraje tampdnového obvazu.

o Ak déjde k prilepeniu obvazu k rane, navlhéite obvéz podfa
potreby sterilnou vodou, destilovanou vodou alebo
normalnym sofnym roztokom, az kym sa nebude dat lahko
odstranit' jemnym zdvihnutim rohov.

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

Opis pripomocka

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

Na voljo kot:

SM2  hgivee S aginee S baginies
WPD-22 5x5cm WPD-212 5x30cm BPD-44 10x12cm
WPD-23 5x8cm WPD-38 8x20cm BPD-48 10x20cm
WPD-26 5x15cm  WPD-310 8 x25cm BPD-816 20 x 40 cm
WPD-28 5x20cm  WPD-316 8 x 40 cm

WPD-210 5x25cm  WPD-44 10x12cm

Obloge za rane in obloge za opekline Silverlon® vsebujejo srebro, ki
zagotavlja dodatno lokalno protimikrobno delovanje in zmanj$uje
tveganje za okuzbo rane z organizmi, ob¢utljivimi 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 ucinkujejo 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 za rane in
obloge za opekline Silverlon® zdruZzljive z napravo MRI.

Priporo¢a se, da obloge za rane in obloge za opekline Silverlon®
uporabljajo strokovni zdravstveni delavci in izvajalci zdravstvenih
storitev.

Predvideni namen

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.

Indikacije
Obloge za rane in obloge za opekline Silverlon® so namenjene
strokovni uporabi za oskrbo akutnih in kroni¢nih ran pri lokalnem
zdravljenju:
« 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 obloge za 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.

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

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

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

«  Ce se pri bolnikih pojavijo kakrgne koli alergijske reakcije, kot so
mehurji, srbenje, drazenje, pordelost, kozni izpu$¢aji 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.

« Oblog za rane in oblog za opekline Silverlon® se ne sme
uporabljati pri otrocih, dojenckih, nedonosenckih, novorojenckih,
nosecnicah in dojecih materah zaradi omejenih klini¢nih
podatkov.

« Obloge za rane in obloge za opekline Silverlon® 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.

Silverlon® obloge za rane
Silverlon® obloge za opekline

« 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 oblog za opekline Silverlon® ne uporabljajte pri
bolnikih z znano preobéutljivostjo na srebro ali najlon.
+ Obloge za rane in opekline Silverlon® niso namenjene za
zdravljenje opeklin 3. stopnje.

BASIC UDI- DI - 08402473MLAWDFR

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

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

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
(ISO). Rezultati teh $tudij indicirajo, da so obloge za rane in opekline
Silverlon® varne za svojo predvideno uporabo.

O vsakem resnem incidentu ali pritozbi v zvezi s pripomo¢kom
porocajte proizvajalcu Argentum Medical LLC, 2571 Kaneville court,
Geneva, IL 60134, tel. &t.: + 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
fizioloko raztopino ter pri tem po potrebi in skladno z lokalnim
protokolom odstranite nekroti¢ne ostanke ali kraste.

« lzberite 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 zunanji 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 zunaniji povoj, nato pa
nezno pritisnite na kozo v okolici rane in oblogo privzdignite ob
njenih robovih.

o V primeru lepljenja na rano oblogo po potrebi viaZite 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
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