Descrierea dispozitivului

Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver®
sunt pansamente sterile, cu straturi multiple, neaderente,
absorbante, cu barierd antimicrobiana, destinate utilizari topice in
gestionarea ranilor, pentru a reduce riscul de infectare a ranilor.

Disponibil ca:

Cod Dimensiune compresa

IVCD-15 Cerc de 2,5 cm cu orificiu central de 1,5 mm
IVCD-40 Cerc de 2,5 cm cu orificiu central de 4,0 mm
IVCD-70 Cerc de 2,5 cm cu orificiu central de 7,0 mm
IVCD-MINI Cerc de 1,5 cm cu gaura de 1,5 mm

IVCD-15-85 Pansament de 4 cm x 4 cm cu orificiu de 8,5 mm
DPD-20-12 Pansament de 5 cm x 5 cm cu orificiu de 12 mm

Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver®
contin argint pentru a oferi un efect antimicrobian local auxiliar,
pentru a reduce riscul de infectare a ranilor de catre organismele
sensibile la argint. Argintul ionic este un agent antimicrobian cu
spectru larg, care s-a dovedit a fi eficient impotriva agentilor patogeni
asociati cu infectarea ranilor. Pansamentele 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 pentru fixare
branuld/cateter Silverlon® Lifesaver® sunt compatibile cu procedurile
RMN.

Pansamentele pentru fixare branuld/cateter 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 pentru fixare branuld/cateter Silverlon® Lifesaver®
sunt pansamente sterile, cu straturi multiple, neaderente,
absorbante, cu bariera antimicrobiana, destinate utilizari topice in
gestionarea ranilor, pentru a reduce riscul de infectare a ranilor.

Indicatii

Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver®
sunt pansamente de uz profesional indicate pentru tratamentul local
al:

» Puncte de acces vascular (inclusiv in jurul cateterelor
intravenoase, liniilor venoase centrale, cateterelor arteriale,
cateterelor de dializa);

* Puncte de acces la tubul de drenaj;

* Puncte de acces la cateterul epidural.

Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver®
sunt indicate pentru o durata totald 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
pansamentul pentru fixare branuld/cateter Silverlon®
Lifesaver®.

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

* Nu inmuiati pansamentele pentru fixare branula/cateter
Silverlon® Lifesaver® in peroxid de hidrogen sau iod povidona.

» 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

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

+ Caurmare a numarului limitat de date clinice, pansamentele
pentru fixare branulad/cateter Silverlon® Lifesaver® nu trebuie
utilizate pe copii, bebelusi, sugari prematuri, nou-nascuti, femei
gravide si care alapteaza.

Meprypa@n ouoKeung

Ta emBépata IV/kaBetipwy Silverlon® Lifesaver® eivai
ATTOOTEIPWHEVOI, TTOAATTAWY ETTITTESWY, PN AUTOKOAANTOI,
aTTOPPOPNTIKOI, AVTIMIKPOBIAKOT ETTIOETHOI PPAYHOU, TTOU TTPoOopIjovVTal
yla TOTTIK XPAion oTn dIaxXEipion TPAUPATWY yia TN PEiwaon Tou KIvoUvou
HOAUVONG TWV TPAUHATWY.

Ala8éoipo wg:

Kwdikég MéyeBog emBéuarog
IVCD-15 KUkAoG 2,5 ekatooTwv pe KevipikA ot 1,5 XIAlooTwv
IVCD-40 KUKAOG 2,5 eKaTooTwV pE KEVTPIKA o1 4,0 XIAIooTWY
IVCD-70 KUKAOG 2,5 £KaTOOTWV pE KEVTPIKA OTTH 7,0 XINIOOTWYV
IVCD-MINI KuokAog 1,5 cm pe tpUmma 1,5 mm
IVCD-15-85 Emideopog 4 cm x 4 cm pe ot 8,5 mm
DPD-20-12 Emideopog 5 cm x 5 cm pe o) 12 mm

Ta embéparta IV/kabetApwy Silverlon® Lifesaver® mepiéxouv dpyupo
yia va TTapéxel éva BonenTiko, TOTTKS avTigIKpoBIoKSd aTroTEAETHA yIa TN
Heiwon Tou KIvOUvou HOAUVONG TWV TPAUPGTWY aTTd 0pyaviopoug
euaioBnToug aTo dpyupo.To IWVIKS dpyupo gival Eva avTipiKpoRiakd
£UPEOG PATATOG, TO OTTOIO €XEI ATTODEIXOET OTI Eival ATTOTEAEOUATIKG
£vavTl PIag o€Ipag TTaboyovwy TTou axeTiovTal pe poAuvon
TpavpaTog. Ta emBéuata Silverlon® éxouv SokipaaoTei in vitro Kai
BpéBnkav amoTeAeTPaTIKG EVavTl JIKPOOPYAVICHWV
6mmwg:Enterococcus faecalis, Staphylococcus aureus, Pseudomonas
aeruginosa, Acinetobacter Baumannii, Enterobacter cloacae,
Staphylococcus epidermidis kai Klebsiella pneumoniae.

O1 dokIpég in vitro €xouv Oeigel 611 Ta emBépaTa 1V/kabeTrhpwv
Silverlon® Lifesaver® eivai gupBaroi pe MRI.

Ta embéparta IV / kaBetipwv Silverlon® Lifesaver® cuvioTwvTal yia
XPAoN atré eTTayyEAPATIEG TTAPOXOUG PPOVTIOAG UYEIDG KI
eTTayyeAPaTieg KAIVIKAG TTepiBaAyng.

MpoBAemopevn xprion

Ta embépata IV/kaBetipwy Silverlon® Lifesaver® eivai
ATTOOTEIPWHEVOI, TTOAATTAWY ETTITTESWY, PN auTOoKOAANTOI,
aTTOPPOPNTIKOI, AVTIMIKPOBIAKOT ETTIOETHOI PPAYHOU, TTOU TTPoOopIjovVTal
Yo TOTTIKA Xprion oTn Siaxeipion TPAUPATWY yia T peiwan Tou KivoUvou
HOAUVONG TWV TPAUHATWY.

Evdeieig

Ta embépata IV/kabetripwy Silverlon® Lifesaver® eival emoéuara
TPAUPGTWY ETTAYYEAUATIKAG XPAONG TTOU EVOEIKVUVTAI YIO TOTTIKY
diaxeipion:

+  TomoBeoiwv ayyelakng TPoaRaong (cupTrepIAapBavouévwy
TIEPITTOU KABETAPWY IV, KEVTPIKWV QAEBIKWV YPAUPWY,
aApTNPIOKWY KABETAPWY, KABETAPWY aipokabapong).

«  TotoBeoiwv TPOoRaoNG o€ CWANVEG ATTOXETEUONG

+  Tomobeoiwyv TTpdoacng emokAnpIdiou kaBeTApa.

Ta emBépata IV/kaBetipwy Silverlon® Lifesaver® utrodeikviovTal yia
OuVoAIKr| didpkela eTTa@rG (dnA. 61ou N Bepartreia TrepIAapBavel
SIad0XIKN EPAPHOYH HEMOVWHEVWY EMDETHWY) £wG Kal 30 NUEPWV.

MposidoTrooeig

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

* MnV TOo XpNOIPOTIOIEITE EGV TO POKEAGKI Eival KATEOTPAUMEVO
QVOIXTO.

*  Mnv xpnoigoTrolgite aAoIPEG i} KPEPEG PE BAON TO TTETPEAQIO PE
emiBepa 1V/kaBetipwy Silverlon® Lifesaver®

*  ATTOQUYETE TNV ETTAQF) HE NAEKTPODIO I} AYWYIHES YEAEG KATA TIG
nAekTpovikég petprioeig .x. HEN kai HKT .

*  Mn Bpéxere Ta embépaTa IV/kabetipwy Silverlon® Lifesaver®
He uTTEPOEEiSIO Tou udpoyodvou 1y Iwdlouxo TToRIdGVN.

+ Edv o1 aoBeveig eppavioouv kdtoia alAepyiki avTidpaon 6TTwg
@AuKTaIVOTTOINGT, EPEBITUO, EPUBPATNTA, DEPUATIKA £EavOruaTa
1 aTTOXPWHATIOPO, SIOKOWTE TN XPrion /KAl ETTIKOIVWVAOTE PE
TOUG TTOPOXOUG PPOVTIBAG UYEIDG.

* 2TV mePImTwon KAIVIKAG HOAUVONG, o TOTTIKOG dpyupog dev
UTTOKABIOTA TNV avAyKn YIa UCTNHIKA aywyn A GAAN KatdAAnAn
Beparreia yia TRV yéAuvon.

*  Taembépara IV/kaBetTipwy Silverlon® Lifesaver® dev 6a
TIPETTEI Va XPnoidoTroloUvTal o€ TTaidid, Jwpd, TTpdwpa Bpéen,
VEOyVd, eykUoug kal BnAddouoeg yuvaikeg Adyw Twv
TIEPIOPIOHEVWY KAIVIKWV DESOUEVWV.

Pansamente pentru fixare branula/cateter
Silverlon® Lifesaver®

« Pansamentele pentru fixare branuléd/cateter Silverlon® Lifesaver®
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.

Contraindicatii
» Nu utilizati pansamentele pentru fixare branuld/cateter Silverlon®
Lifesaver® la pacientii cu o sensibilitate cunoscuta la argint sau
nailon.
« Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver®
nu sunt destinate utilizarii pe arsurile de gradul al lll-lea.

BASIC UDI-DI - 08402473IVCDJT

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

Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver® 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 pansamentele pentru
fixare branuld/cateter Silverlon® Lifesaver® 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

« Pregatiti pielea din jurul locului ranii in conformitate cu protocolul
spitalului.

+ Alegeti pansamentul pentru fixare branuléd/cateter Silverlon®
Lifesaver® cu un orificiu cu diametrul usor mai mare decat cel al
cateterului (sau al altui dispozitiv) proeminent.

« Actionati pansamentul pentru fixare branuld/cateter Silverlon®
Lifesaver® prin umezirea completa a acestuia cu apa sterila, apa
distilata sau solutie salina normala.

+ Asezati pansamentul pentru fixare branula/cateter Silverlon
Lifesaver® in jurul dispozitivului proeminent, astfel incat partea
argintie a pansamentului sa fie in contact direct cu pielea.

+ Fixati pansamentul pentru fixare branulé/cateter Silverlon®
Lifesaver® in pozitie cu un pansament din peliculd transparenta.

« Pansamentele pentru fixare branuld/cateter Silverlon® Lifesaver®
pot fi utilizate pana la 7 zile, dar pot necesita schimbari mai
frecvente in functie de conditia ranii si de acumularea de exsudat.

« Pentru a indeparta pansamentul pentru fixare branuld/cateter
Silverlon® Lifesaver®, indepartati mai intdi pansamentul extern
conform protocolului local, apoi ridicati usor marginile
pansamentului pentru fixare branuld/cateter Silverlon®
Lifesaver®.

o Daca pansamentul se lipeste de piele, umeziti pansamentul
cu apa sterila, apa distilata sau cu solutie salina normala,
pana cand poate fi indepartat cu usurinta prin ridicarea
usoard a colturilor.

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

Emeépara IV/kaBeThpwyv Silverlon®
Lifesaver®

¢ TaemBépara [V/kaBetpwy Silverlon® Lifesaver® poopicovtal
yla pia xpAion pévo kai dev TTPETTEN va eTTavaypnaipoTrolovvTtal.H
ETTAVOXPNOIPOTIOINGN YTTOPEI VA ETTNPEATEI APVNTIKA Tl
XOPOKTNPIOTIKG atrédoong Tou eTMBEPATOG Kal ETTIONG
TTapoucIadel Kivduvo péAuvaong oTov aoBevr.

Avrevdeigeig
* Mnv xpnoigotroigite Ta emBépata IV/kabetApa Silverlon®
Lifesaver® o€ aoBeveig pe yvwoTr euaiodnoia oTov dpyupo A 1o
vaihov.
*  Ta emBépara IV/kaBetpwy Silverlon® Lifesaver® dev
TIpoopifovTal yia Xprion o€ eykaupaTta 3ou Baduol.

BASIC UDI- DI - 08402473IVCDJT

Avarpégre oTov TTapakdaTw ouvdeopo Eudamed (URL) yia Tnv TepiAnyn
TWV XAPAKTNPIOTIKWY AoQAAEING Kal TwV KAIVIKWV £TTId00EwV (SSCP)
oupewva pe Tnv Argentum Medical Silverlon AvTigikpoBiakwv
E£MOETPWY TTOU XpnoidoTrololy To Baaoiké UDI

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

AvemIBUUNTEG EVEPYEIEG

Ta embépara 1V/kabetripwy Silverlon® Lifesaver® éxouv utroAnOei o€
avegdptnTa TPOTUTTA doKIPEG BlooupBaTdTnTag in vitro Kai in vivo,
oupTTepIAapBavopévwy KUTTaPOTOEIKOTNTAG, EuaigBNTOTTIOINONG KAl
£v00dEPIKAG avTIdPAOTIKOTNTAG. OAEG Ol DOKIYEG TTPAYHATOTTOINONKAV
oUpgwva e Tov AigBvy Tuttotroinuévo Opyaviapd (1ISO) 10993
Standard Series yia BioAoyikr) A§ioAéynon latpikwyv Zuokeuwv.Ta
QATTOTEAEOPATA QUTWY TWV PEAETWV £de1Eav OTI Ta ETIBEPATA
IV/kaBetripwy Silverlon® Lifesaver® gival ac@aAr yia Tnv TpoopIfduevn
Xprion Toug.

OTrol0drT0TE GORAPS TTEPIOTATIKG f OTTOIAdNTTOTE COPRAPN KATaYYEAiQ O€

OxEon WE TO TEXVOAOYIKO TTPOIOV va ava@épeTal oTov KaTaokeuaoTh

Argentum Medical LLC, 2571 Kaneville court, Geneva, IL 60134 Ap.

TNAepwvou + 1 888.551.0188 kai otov avtimpdowTro atnv EE, Tnv

Emergo Europe Westervoortsedijk 60. 6827 AT Arnhem OAAavdia TnA.

+(31) (0) 70 345-8570 Kai va ava@EPeTal OTNV KATA TOTTOUG AppOdIal
PXN-

O3nyieg xpriong

* [poeToiuGaTe To SépPa yUpw atrd TV TEPIOXH TOU TPAUNATOG
OUPPWVA PE TO TIPWTOKOAAO TOU VOGOKOUEIOU.

« EmA&gTe 1O emriBepa IV/kaBetripwy Silverlon® Lifesaver® pe
péyeBog OTTAG TToU gival EAAPPUIG PEYAAUTEPN O€ SIGUETPO ATTO
Tov KaBeTrpa (fj GAAN ouoKeur) TTOU TTPOEgEXE! OTTO TO TPAUUA.

« EvepyomoiioTe 1o emifepa 1V/kaBetripwy Silverlon® Lifesaver®
SIOBPEXOVTAG TO UE ATTOOTEIPWHEVO VEPO, ATTOCTAYHEVO VEPO 1
@uoioAoyikd opod.

«  TomoBetoTe To emiBepa IV/kabetipwy Silverlon® Lifesaver®
YUpw a1rd TN OCUCKEUR TTOU TTPOEEEXEI OTTO TO TPAUNA, £TC1 WOTE N
TTAEUPA PE TOV APYUPO TOU ETTIBEPATOG VA BPIOKETAI OE GPETN
£TTOQN pE TO SEpUa.

* AoggadioTe To emiBepa 1V/kaBeTipwy Silverlon® Lifesaver® otn
Béon Tou pe diagavr| ETTIdECHO-TAIVIA.

«  To emiBepa IV/kaBetpwy Silverlon® Lifesaver® ptropei va
XPNOIPOTIoINBEi £éwg Kal 7 NUEPES, AAAG PTTOPET VO oTTaUTE
auxvoTepn aAAayr avaAhoya e TNV KATEOTAON TOU TPAUPATOG Kal
TN OUCOWPEUCT EEIDPWHATOG.

« Ta va agaipéoete 10 emiBepa 1V/kabetripwy Silverlon®
Lifesaver®, TpWTa aPaIpETTE TOV EGWTEPIKS ETTIOETHO avahoya
ME TO TOTTIKG TTPWTOKOAAO Kall, OTN GUVEXEID, ONKWOTE OTTOAG Ta
dkpa Tou emBEpaTog IV/kabetipwy Silverlon® Lifesaver®.

o Edv 1o emiBepa TpookoAAnBei aTo Séppa, UYPAvETE TO
ETMOEPA OTIWG OTTQITEITAI PE ATTOOTEIPWHEVO VEPO,
aTTOOTaYHEVO VEPS i} PUAIOAOYIKS 0PO, £WG OTOU UTTOPET va
apaipebei eUKOAA TO €TTIBEPA TPABWVTAG ATTAAG TIG AKPEG.

MeTé TNV e@appoyr), 6Aa Ta TTpoidvTa @povTidag Tpaupdrwy Silverlon®
QATTOPPITITOVTAI WG BIOXNMIKA ATTOPPIPHATA GUPPWVA PE TO KATE TOTTOUG
TTIPWTOKOAAO.

Silverlon

Silverion®
LifeSaver IV/Catheter
Dressings

Publication Date: 10/2025

MD

D | o & C€ [T

www.silverlon.com/ifu

EC | REP

Emergo Europe
Westervoortsedijk 60
6827 AT Arnhem

The Netherlands

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

Device Description

Silverlon® Lifesaver® IV/ Catheter 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
IVCD-15 2.5 cm circle with 1.5 mm center hole
IVCD-40 2.5 cm circle with 4.0 mm center hole
IVCD-70 2.5 cm circle with 7.0 mm center hole
IVCD-MINI 1.5 cm circle with 1.5 mm hole
IVCD-15-85 4 cm x 4 cm dressing with 8.5 mm hole
DPD-20-12 5 cm x 5 cm dressing with 12 mm hole

Silverlon® Lifesaver® IV/ Catheter 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.

In vitro testing has shown Silverlon® Lifesaver® 1V/ Catheter
Dressings to be MRI compatible.

Silverlon® 1V / Catheter Dressings are recommended for use by
professional healthcare providers and clinical practitioners.

Intended Purpose

Silverlon® Lifesaver® IV/ Catheter 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® Lifesaver® IV/ Catheter Dressings are professional
use wound dressings indicated for local management of:
« Vascular access sites (including around IV catheters,
central venous lines, arterial catheters, dialysis catheters);
« Drainage tube access sites;
« Epidural catheter access sites.

Silverlon® Lifesaver® IV/ Catheter 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® Lifesaver® IV/ Catheter Dressing.

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

« Do not moisten Silverlon® Lifesaver® |V/Catheter Dressing
in 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® Lifesaver® |V/Catheter Dressings should not be
used for children, babies, premature infants, neonates,
pregnant and lactating women due to limited clinical data.

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®
Lifesaver® IV/Catheter Dressings

« Silverlon® Lifesaver® |V/Catheter 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.

Contraindications
« Do not use Silverlon® Lifesaver® |V/Catheter Dressings on
patients with known sensitivity to silver or nylon.
« Silverlon® Lifesaver® IV/Catheter Dressings are not
intended for use on 3rd degree burns.

BASIC UDI- DI - 08402473IVCDJT

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® Lifesaver® 1V/ Catheter 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 these studies indicated that Silverlon®
Lifesaver® IV/ Catheter 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

« Prepare the skin around wound site according to hospital
protocol.

« Select the Silverlon® Lifesaver® |V/ Catheter Dressing with
a hole size that is slightly larger in diameter than the
catheter (or other device) protruding from the wound.

« Activate Silverlon® Lifesaver® IV/ Catheter Dressing by
wetting it with sterile water, distilled water, or normal saline.

« Place the Silverlon Lifesaver® |V/ Catheter Dressing around
the device protruding from the wound, so that the silver side
of the dressing is in direct contact with the skin.

« Secure Silverlon® Lifesaver® |V/ Catheter Dressing in
position with a transparent film dressing.

« Silverlon® Lifesaver® IV/ Catheter Dressing may be used
for up to 7 days, but may require more frequent changing
depending on wound condition and exudate buildup.

« To remove Silverlon® Lifesaver® IV/ Catheter Dressing,
first remove the outer dressing per local protocol, then
gently lift the edges of the Silverlon® Lifesaver® |V/
Catheter Dressing.

o If the dressing sticks to the skin, moisten the dressing
as needed with sterile water, distilled water, or normal
saline, 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.



Popis pomadcky

Katétrové tampdny Silverlon® Lifesaver® 1V/ Catheter
Dressings su sterilné, viacvrstvové, nelepivé, absorpéné,
antimikrobialne bariérové obvazy uréené na lokalne pouzitie pri
oSetrovani ran s cielom znizit riziko infekcie rany.

Dostupné ako:

Kod Velkost tampénu

IVCD-15 2,5 cm kruh s 1,5 mm stredovym otvorom
IVCD-40 2,5 cm kruh s 4,0 mm stredovym otvorom
IVCD-70 2,5 cm kruh so 7,0 mm stredovym otvorom
IVCD-MINI 1,5 cm kruh s 1,5 mm otvorom

IVCD-15-85 Obvaz s rozmermi 4 cm x 4 cm a otvorom 8,5mm
DPD-20-12  Obvaz 5 cm x 5 cm s otvorom 12 mm

Obvazy pre infuzie/katétre Silverlon® Lifesaver® obsahuju
striebro, ktoré poskytuje pomocny lokalny antimikrobialny
ucinok na znizenie rizika infekcie ran organizmami citlivymi na
striebro. 16nové striebro je Sirokospektralne antimikrobialne
¢inidlo, o ktorom sa ukazalo, Ze je u€inné proti mnozstvu
patogénov spojenych s infekciou ran. Obvazy Silverlon® boli
testované in vitro a zistilo sa, Ze su ucinné proti
mikroorganizmom, ako su: Enterococcus faecalis,
Staphylococcus aureus, Pseudomonas aeruginosa,
Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis a Klebsiella pneumoniae.

Testovanie in vitro preukazalo, Ze katétrové obvazy Silverlon®
Lifesaver® IV/ Catheter Dressings su kompatibilné s MRI.

Katétrové obvéazy Silverlon® IV / Catheter Dressings sa
odporucaju na pouzivanie zdravotnikmi a klinickymi lekarmi.

Ugel pouzitia

Katétrové tampdny Silverlon® Lifesaver® 1V/ Catheter
Dressings su sterilné, viacvrstvové, nelepivé, absorpéné,
antimikrobialne bariérové obvazy uréené na lokalne pouzitie pri
oSetrovani ran s cielom znizit riziko infekcie rany.

Indikacie

Obvazy pre infuzie/katétre Silverlon® Lifesaver® su obvazy na
rany na profesionalne pouzitie uréené na miestne oSetrenie
nasledujucich ran:

» Miesta vstupu do Zzil (vratane okolia infuznych katétrov,
centralnych venéznych hadiciek, artériovych katétrov,
dialytickych katétrov);

* Miesta vstupu drenaznych trubic;

» Miesta vstupu epiduralnych katétrov.

Obvazy pre infuzie/katétre Silverlon® Lifesaver® su indikované
na celkové trvanie kontaktu (t. j. v pripade, Ze lie¢ba vyzaduje
postupnu aplikaciu jednotlivych obvazov) az do 30 dni.

Varovania

» Na obale produktu nepouzivajte datum exspiracie.

» Nepouzivajte, ak je vrecko poskodené alebo otvorené.

* Pod obvazmi pre inflzie/katétre Silverlon® Lifesaver®
nepouzivajte masti alebo krémy na baze ropy.

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

+ Katétrovy obvaz Silverlon® Lifesaver® |V/Catheter
Dressing nenavlh¢ujte do peroxidu vodika ani do
povidénjédu.

« Ak sa u pacientov vyskytne alergicka reakcia, ako
pluzgiere, svrbenie, podrazdenie, zacervenanie, vyrazky
alebo zmena farby pokozky, prestarite produkt pouzivat
alalebo sa obratte na svojho vSeobecného lekara.

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

Obvazy pre infazie/katétre Silverlon®
Lifesaver®

« Katétrové obvazy Silverlon® Lifesaver® |V/Catheter
Dressings sa vzhladom na obmedzené klinické Udaje
nepouzivaju u deti, dojciat, pred¢asne narodenych deti,
novorodencov, tehotnych a dojéiacich zien.

» Obvazy pre infuzie/katétre Silverlon® Lifesaver® su uré¢ené
len na jednorazové pouzitie a nesmu sa opakovane
pouzivat. Opakované pouzitie méze nepriaznivo ovplyvnit
vykonnostné charakteristiky obvazu a tiez predstavuje riziko
infekcie pre pacienta.

Kontraindikacie
» Katétrové obvazy Silverlon® Lifesaver® |V/Catheter
Dressings nepouzivajte u pacientov so znamou citlivostou
na striebro alebo nylon.
« Katétrové obvazy Silverlon® Lifesaver® |V/Catheter
Dressings nie su uréené na na popaleniny 3. stupnia.
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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

Obvazy pre infuzie/katétre Silverlon® Lifesaver® boli podrobené
nezavislym Standardnym in vitro a in vivo testom biokompatibility
vratane cytotoxicity, senzibilizacie a intrakutannej reaktivity.
VSetky testy sa uskutocnovali v sulade s normou Medzinarodnej
organizacie pre normalizaciu (ISO) 10993 pre biologické
hodnotenie zdravotnickych pomécok. Vysledky studii naznacili,
Ze obvazy pre infuzie/katétre Silverlon® Lifesaver® su pre
uvedené pouzitie bezpe¢né.

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 prislusnému organu.

Instrukcie na pouzivanie

» Pripravte pokozku okolo rany podla nemocni¢ného
protokolu.

+ Zvolte obvaz pre infuzie/katétre Silverlon® Lifesaver® s
velkostou otvoru, ktorej priemer je o nie¢o vacsi ako katéter
(alebo ina pomocka) vycnievajuci z rany.

« Aktivujte obvaz pre infuzie/katétre Silverlon® Lifesaver®
navlhéenim sterilnou vodou, destilovanou vodou alebo
normélnym fyziologickym roztokom.

* Umiestnite obvaz pre inflzie/katétre Silverlon Lifesaver®
okolo pomdcky vy€nievajucej z rany tak, aby strieborna
strana obvézu bola v priamom kontakte s pokozkou.

« Zaistite obvaz pre infuzie/katétre Silverlon® Lifesaver® na
mieste obvazom s priehladnou féliou.

« Obvazy pre infuzie/katétre Silverlon® Lifesaver® sa mozu
pouzivat' az 7 dni, ale m6zu si vyZadovat CastejSie vymeny v
zavislosti od stavu rany a nahromadenia exsudatu.

* Ak chcete odstranit obvaz pre infuzie/katétre Silverlon®
Lifesaver®, najskor odstrarte vonkajsi obvaz podla
lokalneho protokolu, potom opatrne nadvihnite okraje
obvazu pre infuzie/katétre Silverlon® Lifesaver®.

o Ak sa obvaz prilepi k rane, navlhéite 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.

Opis pripomocka

OblizZi za katetre Silverlon® Lifesaver® IV so sterilne,
vecplastne, nelepljive, vpojne in antimikrobne zas¢itne obloge
za povrsinsko oskrbo ran z namenom, da se zmanjSa tveganje
za infekcijo rane.

Na voljo kot:
Sifra Velikost blazinice
IVCD-15 2,5-cm krog z 1,5-mm odprtino na sredini
IVCD-40 2,5-cm krog s 4,0-mm odprtino na sredini
IVCD-70 2,5-cm krog s 7,0-mm odprtino na sredini
IVCD-MINI 1,5 cm krog z luknjo 1,5 mm
IVCD-15-85 Obloga 4 cm x 4 cm z luknjo 8,5 mm
DPD-20-12 Obloga 5 cm x 5 cm z luknjo 12 mm

Oblizi za katetre Silverlon® Lifesaver® IV vsebujejo srebro, ki
zagotavlja dodatno lokalno antimikrobno delovanje in zmanjSuje
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 Silverlon® je bilo
ugotovljeno, da le-te u€inkujejo proti mikroorganizmom, kot so:
Enterococcus faecalis, Staphylococcus aureus, Pseudomonas
aeruginosa, Acinetobacter baumannii, Enterobacter cloacae,
Staphylococcus epidermidis in Klebsiella pneumoniae.

Med in vitro testiranjem je bilo dokazano, da so obliZi za katetre
Silverlon® Lifesaver® IV zdruZljivi z napravo MRI.

Priporoca se, da oblize za katetre Silverlon® IV uporabljajo
strokovni zdravstveni delavci in izvajalci zdravstvenih storitev.

Predvideni namen

Oblizi za katetre Silverlon® Lifesaver® IV so sterilne,
vecplastne, nelepljive, vpojne in antimikrobne zas¢itne obloge
za povrsinsko oskrbo ran z namenom, da se zmanjSa tveganje
za infekcijo rane.

Indikacije
Oblizi za katetre Silverlon® Lifesaver® IV so obloge za rane,
namenjene strokovni uporabi in so indicirane za lokalno oskrbo:
« vaskularnih dostopnih mest (vklju¢no z dostopnimi mesti za
katetre 1V, centralne venske katetre, arterijske katetre in
dializne katetre);
« dostopnih mest za drenazne cevke;
« dostopnih mest za epiduralne katetre.

Oblizi za katetre Silverlon® Lifesaver® IV 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 oblizi za katetre Silverlon® Lifesaver® IV ne
uporabljajte maziv in krem na osnovi petroleja.

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

« Oblizev za katetre Silverlon® Lifesaver® |V ne viazite z
vodikovim peroksidom ali jodiranim povidonom.

« Ce se pri bolnikih pojavijo kakrsne koli alergijske reakcije,
kot so mehurji, srbenje, drazenje, pordelost, kozni izpuscaji
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.

« Oblizev za katetre Silverlon® Lifesaver® IV se ne sme
uporabljati pri otrocih, dojenckih, nedonosenckih,
novorojenckih, nosecnicah in doje¢ih materah zaradi
omejenih kliniénih podatkov.

Silverlon®

Lifesaver® IV oblizi za katetre

« Oblizi za katetre Silverlon® Lifesaver® IV so namenjeni za
enkratno uporabo in se ne smejo uporabiti ponovno.
Ponovna uporaba lahko negativno vpliva na ucinkovitost
oblog in predstavlja tveganje za infekcijo bolnika.

Kontraindikacije
« Oblizev za katetre Silverlon® Lifesaver® |V ne uporabljajte
pri bolnikih z znano preob¢utljivostjo na srebro ali najlon.
« Oblizi za katetre Silverlon® Lifesaver® IV niso namenjeni
za uporabo pri opeklinah 3. stopnje.
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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

Oblizi za katetre Silverlon® Lifesaver® |V so bili neodvisno
testirani v standardnem in vitro ter in vivo okolju, in sicer za
citotoksi¢no, ob¢utljivostno 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 Studij
indicirajo, da so obliZi za katetre Silverlon® Lifesaver® IV 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 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

« Kozo v okolici rane pripravite skladno z uveljavljenim
protokolom bolniSnice.

« |zberite obliz za katetre Silverlon® Lifesaver® IV z
velikostjo odprtine, ki je nekoliko vecja od premera katetra
(ali drugega pripomocka), namesc¢enega na rano.

« Aktivirajte obliz za katetre Silverlon® Lifesaver® |V tako, da
ga temeljito navlazite s sterilno vodo, destilirano vodo ali
obicajno fizioloSko raztopino.

« Namestite obliz za katetre Silverlon Lifesaver® IV okoli
pripomocka, ki je name$&en na rano, tako, da je stran
obloge, ki vsebuje srebro, v neposrednem stiku s kozo.

« Obliz za katetre Silverlon® Lifesaver® |V zavarujte na
mestu s prosojno folijo za povijanje.

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

« Pri odstranitvi obliza za katetre Silverlon® Lifesaver® IV
najprej skladno z lokalnim protokolom odstranite zunanjo
oblogo, nato pa previdno privzdignite robove obliza za
katetre Silverlon® Lifesaver® IV.

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.



