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Prohlaseni o biologickém hodnoceni: BES046
Rozdélovnik: VSem zainteresovanym osobam
Skupina dotéenych vyrobkii: Viz seznam nize

Predmét: Potvrzeni o biokompatibilité dotlenych vyrobkd@ v souladu s normou ISO
10993-1 a potvrzeni o stavu dotlenych vyrobkd, pokud jde o pritomnost specifickych
latek, je-li to pozadovano pro ucely vybérového rizeni.

Pozndmka: toto prohlaseni nahrazuje PSS437. Zmény oproti PSS437 jsou zvyraznény
modrou kurzivou.

V tomto prohlaseni o biologickém hodnoceni jsou hodnoceny nize uvedené produkty:
ACTICOAT - produktova rada

ADERMA

ALGISITE M

ALGISITE Ag

ALLEVYN Silver Adhesive a ALLEVYN Silver Non-Adhesive

ALLEVYN Adhesive - produktova rada, véetné ALLEVYN Adhesive Sacrum a ALLEVYN
Plus Adhesive Sacrum

ALLEVYN Non-Adhesive - produktova fada, vcetné ALLEVYN Heel

ALLEVYN Ag Adhesive a ALLEVYN Ag Non-Adhesive

ALLEVYN Ag Gentle Border - produktova rada

ALLEVYN Ag Gentle - produktova rada

ALLEVYN Ag - produktova rada

ALLEVYN Gentle

ALLEVYN Gentle Border - produktova fada, v€etné ALLEVYN Gentle Border Sacrum a
ALLEVYN Gentle Border Multisite

ALLEVYN Gentle Border Lite - produktova rada

ALLEVYN Life - produktova rada

ALLEVYN Plus Adhesive - produktova rada

ALLEVYN Thin

ALLEVYN Tracheostomy

APPLICA IV

BACTIGRAS

BANISH II tekuty deodorant

BIOBRANE

CADESORB

CARBONET

CICA-CARE

CICAPLAIE
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CUTICERIN

CUTIPLAST

DURAFIBER a DURAFIBER Ag

EXU-DRY - produktova rada

INTRASITE - produktova rada, v€etné INTRASITE Conformable

IODOSORB - produktova rada

IV3000 - produktova fada

JELONET - produktova fada

LEUKOCLIP - produktova rada

LEUKOSTRIP

MELOLIN

MELOLITE

OPSITE Flexifix

OPSITE Flexifix Gentle

OPSITE Flexigrid

OPSITE rezand rouska

OPSITE Post-Op

OPSITE Post-Op Visible - produktova rada

OPSITE Spray

OPSITE Visible Drain Dressing

PICO with Softport - produktova rada, véetné vSech tvart a velikosti kryti a pump
PICO 7, PICO 7Y a PICO 14

PRIMAFIX

PRIMAPORE

Profore - produktova rada, vCetné Profore lite

PROSHIELD Ccistici péna a sprej

PROSHIELD Plus

REMOVE

RENASYS - produktova rada (vcetné RENASYS Touch) - véetné souprav kryti,
sbérnych nadob, hadicek a vnéjsich soucasti pump, nikoli vSak vnitinich soucasti
pump nebo baterii.

REPLICARE - produktova rada

SECURA - produktova rada (vc¢etné f6lie No Sting Barrier Film, bariérového krému
Barrier Cream D, ochranného krému Protective cream Z30, krému EPC, Skinprep)
VERSAJET II

Biologické hodnoceni v souladu s normou ISO 10993-1:2018
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VySe uvedené vyrobky byly hodnoceny v souladu s mezinadrodni normou ISO 10993-
1:2018 ,,Biologické hodnoceni zdravotnickych prostiedkl - Hodnoceni a zkou$eni v rdmci
procesu rizeni rizik“ a jsou povazovany za bezpecné pro urcené pouziti. Hodnoceni
zahrnuje posouzeni kone¢ného hotového zdravotnického prostredku véetné adhezivnich
snimatelnych vlozek a primarniho obalu.

Norma ISO 10993-1 vyzaduje, aby se u kazdého zdravotnického prostredku zvazila
povaha a doba kontaktu s télem a aby se provedlo biologické hodnoceni, které se
vztahuje na urcené klinické pouziti vyrobku. Pfi posuzovani se bere v tvahu kazdy
zdravotnicky prostfedek, ktery muize prijit do prfimého nebo neprimého kontaktu
s uzivatelem. Vnitfni soucasti elektrickych prostfedkl, které nejsou v primém nebo
nepiimém kontaktu s uzivatelem, se neposuzuji. Soucasti zarizeni, jako jsou tlacitka,
dotykové obrazovky, ¢iselniky, draty a zastrcky, jsou z posuzovani vylouceny.

Cytotoxicita, podrazdéni kize a senzibilizace kiize

Cytotoxicita, podrazdéni kliZe a senzibilizace klize (precitlivélost s prodlevou) jsou
pozadovanymi koncovymi body pro hodnoceni v$ech zdravotnickych prostredkd.
Hodnoceni miiZe zahrnovat testovani a/nebo posouzeni surovin pouzitych k vyrobé
prostredku na zakladé informaci z literatury. Senzibilizatory mohou u citlivych jedinci
vyvolat alergické reakce, proto je posouzeni senzibilizacniho potencialu relevantni pro
urceni, zda vyrobek obsahuje ,alergizujici“ latky. VySe uvedené vyrobky (uvedené na
strané 1 a 2) nejsou podle normy ISO 10993-10 povazovany za drazdivé nebo
senzibilizujici..

Systémova toxicita a genotoxicita

Subakutni systémova toxicita a genotoxicita jsou pozadovanymi koncovymi body pro
hodnoceni vSech zdravotnickych prostredkd, které prichazeji do styku s porusenym nebo
naru$enym povrchem po dobu del$i nez 30 dnl (na zikladé opakované kumulativni
expozice). Vyse uvedené vyrobky, které mohou byt pouzivany kumulativné po dobu delsi
nez 30 dni, byly proto posuzovany z hlediska jejich potencidlu vyvolat systémovou
toxicitu a genotoxicitu. Posouzeni mize zahrnovat testovani a/nebo posouzeni surovin
prostfedku s vyuzitim informaci z literatury. VysSe uvedené prostredky, které lze
kumulativné pouzivat déle nez 30 dni, se povazuji za prijatelné z hlediska jejich
potencialu vyvolat systémovou toxicitu a genotoxicitu.

Dalsi latky

Pro ucely vybérového rizeni mize byt skupina pro bezpec¢nost vyrobkd spolec¢nosti Smith
& Nephew Wound Management pozadana o informace ohledné pritomnosti urcitych
latek ve zdravotnickych prostredcich spole¢nosti Smith & Nephew Wound Management.
Je tfeba poznamenat, Ze hlavni normou, ktera se tykad biologického hodnoceni
zdravotnickych prostredkd, je norma ISO 10993-1, kterd nepozaduje, aby byly urcité
latky ze zdravotnickych prostifedkl vylouceny.
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Misto toho by se mél kazdy zdravotnicky prostfedek posuzovat jako celek s ohledem na
jeho suroviny, vyrobni postupy, sterilizaci, vyluhovatelné latky, fyzikalni vlastnosti a
udaje o biokompatibilité, aby bylo mozné provést posouzeni pomeéru prinost a rizik.
Spole¢nost Smith & Nephew Wound Management proto idaje o pritomnosti konkrétnich
latek bézné neshromazd'uje a nize uvedené informace o konkrétnich latkach jsou podle
naseho nejlepsiho védomi spravné na zakladé slozeni hotovych zdravotnickych
prostredkd. Nékteré zdravotnické prostredky obsahuji patentované ingredience, které
spole¢nost Smith & Nephew nezverejiiuje. Spolecnost Smith & Nephew Wound
Management nemtze vylouclit pritomnost niZe uvedenych latek, které mohou byt
pridany do zdravotnickych prostfedki nebo s nimi mohou prijit do kontaktu mimo
kontrolu spole¢nosti Smith & Nephew, nebo které jsou obsazeny v patentovanych

ingrediencich.
Latka Dotceny produkt Poznamky

(produktv)

Polymery ALLEVYN Gentle Border | Polymery termosetovych pryskytic

termosetovych - produktova rada | mohou obsahovat silikony, proto

pryskyric (v&etné& variant Ag a Lite) | mohou uvedené vyrobky tyto
ALLEVYN Gentle 2 polymery obsahovat. Soucasti, které
ALLEVYN Life - produktova | se odstranuji pfed aplikaci
fada zdravotnického prostredku na
BIOBRANE pacienta (napt. lepici uvolriovaci
CICA-CARE Uchyty a obaly), byly z tohoto
Drény NPWT (sou&ast hodnoceni vylouceny.
sad RENASYS)
PICO s krytim
Softport
RENASYS Touch
RENASYS Softport
REPLICARE - produktova
rada
VERSAJET II

Akrylaty ACTICOAT - produktova Ve zdravotnickych prostredcich

rada

ALLEVYN Silver Adhesive
a ALLEVYN Silver Non-
Adhesive

ALLEVYN Adhesive -
produktova rada, véetné
ALLEVYN Adhesive
Sacrum a ALLEVYN Plus
Adhesive Sacrum
ALLEVYN Ag Adhesive a
ALLEVYN Ag Non-
Adhesive

ALLEVYN Ag Gentle
Border - produktova rada
ALLEVYN Gentle -
produktova rada, véetné Ag
ALLEVYN Ag - produktova
rada

ALLEVYN Gentle Border -

véetné zdravotnickych prostredki
Smith & Nephew Wound
Management se bézné pouziva
akrylatové lepidlo. Akrylatové slozky
ve vyrobcich Smith & Nephew
Wound Management jsou:

» 2-hydroxylmethylmetakrylat
(¢. CAS 868-77-9)

* N- butylmetakrylat (¢. CAS 97-
88-1)

* N- ethylhexylakrylat (¢. CAS
103-11-7)

= 2- ethylhexylakrylat (¢. CAS
103-11-17)
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= ALLEVYN Gentle Border | = n-butylakrylat (¢. CAS 141-32- 2)
Lite - produktova rada Tyto slozky jsou prisné
= ALLEVYN Life - kontrolovany, aby bylo zajisténo, Ze
produktova rada jejich obsah je vhodny pro
= ALLEVYN Plus Adhesive | zdravotnické prostredky prichazejici
- produktova rada do styku s ranou.
= ALLEVYN Thin
= APPLICAIV
»  CICAPLAIE Sprej OPSITE obsahuje zbytkovy 2-
»  CUTIPLAST ethoxyetylmetakrylat (EEMA) a 2-
»  IV3000 - produktova methoxyetylmetakrylat (MEMA)
¥ada (maximalné 0,45 % zbytkového
»  OPSITE Flexifix monomeru v kone¢ném vyrobku).
= OPSITE Flexigrid
= OPSITE incise drape
" OPSITE Post-Op . VERSAJET II obsahuje zdravotnické
= OPSITE Post-Op Visible , , Y .
- produktova fada, kyanoakrylatové montazni lepidlo.
vCetné OPSITE Visible
Drain Dressing
" OPSITE Spr:”:ty Produktova rada SECURA No-Sting
= PICO s krytim Softport . . . >
=  PRIMAPORE Barrier Film obsahuje patentovany
= RENASYS - produktova akrylatovy kopolymer.
rada
= SECURA No-Sting
Barrier Film -
produktova rada
= VERSAJETII

Isocyanates Zadné. V uvedenych zdravotnickych
prostredcich nejsou obsazeny zadné
zbytky izokyanatl. Pfi vyrobé
polyuretanové pény mize dochazet k
tvorbé toluendiaminu, ktery pri
vyrobé pény ALLEVYN podléha
prisné kontrole.

Epoxid Zadné. V uvedenych zdravotnickych
prostredcich nejsou pritomny zadné
epoxidové pryskyrice. ADERMA vSak
obsahuje epoxidovany s6jovy olej.

Volné monomery VSechny produkty. VS8echny polymery obsahuji
zbytkové volné monomery, proto
neni mozZné absolutné vyloucit
pritomnost nizkych hladin
zbytkovych volnych monomerta v
jakémkoli polymernim materialu.
Hladiny monomerd v adhezivech
spole¢nosti Smith & Nephew jsou

Spole¢nost registrovand pod ¢islem 605496 v Anglii a Walesu, adresa: PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew
Medical Limited, jednajici jako zmocnény zastupce spole¢nosti T.J.Smith and Nephew, Limited.



http://www.smith-nephew.com/

DocuSign Envelope ID: 4FOD92EE-1185-46DF-840D-A3883167C1ES5

Smith & Nephew Medical Limited

225181

101 Hessle Road
Hull, HU3 2BN
Anglie

Tel. + 44 (0) 1482

Fax + 44 (0) 1482 328326
www.smith-nephew.com

v ramci vyrobniho procesu ptisné
kontrolovany.

Antibiotika /
Antimikrobialni 1atky

» ACTICOAT - produktova
rada

= ALLEVYN Silver
Adhesive

= ALLEVYN Silver Non-
Adhesive

» ALLEVYN Ag - produktova
rada

= ALGISITE Ag

= DURAFIBER Ag

= IODOSORB - produktova
rada

= RENASYS PHMB
antimikrobidlni
gaza / houbicky
AMD

= BACTIGRAS

Do jinych vyrobkd, které nejsou
uvedeny v tomto oddile, se zdmérné
nepridavaji zddné antimikrobidlni
latky.

» Produktové rady ACTICOAT a
ALLEVYN Silver obsahuji:
elementarni stribro (¢. CAS
7440-22-4) a oxid sttibrny (C.
CAS 20667-12- 3).

* Produktova rada ALLEVYN Ag
obsahuje sulfadiazin stiibrny
(&. CAS 22199-08-2).

= ALGISITE Ag obsahuje
iontové stribro.

= DURAFIBER Ag obsahuje
chlorid stribrny (¢. CAS 7783-
90-6).

* Produktova fada IODOSORB
obsahuje 0,9% jod.

= Sterilni gdza NPWT (ktera je
soucasti produktové rady
RENASYS) obsahuje
antimikrobidlni gdzu Kerlix
PHMB / houbi¢ky AMD obsahujici
PHMB (¢. CAS 32289- 58-0)

v koncentraci 0,20%.

= BACTIGRAS obsahuje 0,5%

chlorhexidin acetat BP.

Formaldehyd

MELOLIN

Formaldehyd neni slozkou produktu
v zadném z vyse uvedenych vyrobkd.
Stopové mnozstvi formaldehydu vsak
muzZe byt pfitomno pouze v pripadé,
Ze dojde k ozareni vyrobkl na bazi
vody (pripadné vyrobkd obsahujicich
alkohol). Zareni rozstépi molekulu
vody (nebo molekulu alkoholu) na
jednotlivé atomy, které se pak v
pritomnosti uhliku pfeméni na
formaldehyd. Chemicka
charakterizace MELOLINU prokazala
formaldehyd v mnoZstvich
odpovidajicich 0,000016ppm a
0,000012ppm %w/w.
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Konzervanty: Zadné Vyse uvedené vyrobky védomé
izothiazolinony neobsahuji uvedené konzervacni
(véetné MI, MCI, latky.
BIT a CMIT),
methyldibromogluta
ronitril nebo
jodopropynyl
butylkarbaméat
Konzervanty (pouze | = Cistici péna a sprej Cistici péna a sprej PROSHIELD
u produktové rady PROSHIELD obsahuje 0,3 % DMDM hydantoin.
Skin Care) » Cistici prostifedek

SECURA (F-52)
= Ochrana pokozZky

SECURA Dimethicone
(Bariérovy krém

SECURA D) Cistici pripravek SECURA (F-52)

* Ochranny krém SECURA | obsahuje 1,00 % benzylalkoholu,
Extra (Ochranny krém 0,13 % kyseliny citronové, 0,10 %
SECURA Extra Z30) benzethonium hydrochloridu a

* Cistici pripravek 0,02 % disodné EDTA

SECURA Personal
(Cistici péna na télo

SECURA)

» Tekuty deodorant
BANISH II L e, .

=  Ochranni mast SECURA | Ochranny pripravek na pokozku
(F-34) SECURA Dimethicone obsahuje

» Hydrata¢ni krém 0,20 % methylparabenu, 0,17 %
UNIDERM (F-04) disodné EDTA a 0,05 %

propylparabenu.

Ochranny krém SECURA Extra
obsahuje 0,31 % methylparabenu,
0,20 % diazolydinylmocoviny, 0,13 %
benzethoniumchloridu a 0,10 %
butylparabenu.

Cistici ptipravek SECURA Personal
Cleanser obsahuje 0,13 %
benzethonium chloridu, 0,30 %
diazolydinylmocoviny, 0,20 %
benzylalkoholu, 0,10 %
methylparabenu a 0,01 % disodné
EDTA.
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Tekuty deodorant BANISH II obsahuje
0,50 % trietalaminu.

Ochrannd mast SECURA (F-34)
obsahuje 0,50 % benzylalkoholu a
0,20 % fenylfenolu.

Hydratac¢ni krém UNIDERM (F-04)
obsahuje 0,15 %
benzethoniumchloridu, 0,10 %
disodné EDTA a 0,15 % quaternia 15.

H-véty / H-
prohlaseni

Vys$e uvedené hotové vyrobky nejsou
opatreny zadnymi prohlasenimi o
nebezpecnosti (tzv. H-vétami). Je
tfeba poznamenat, Ze prohlasSeni o
nebezpecnosti obsahuji
standardizované znéni tykajici se
potencidlni nebezpecnosti suroviny
vietné stupné nebezpecnosti.
Vzhledem k tomu, Ze se H-véty Casto
tykaji nebezpeci, ktera predstavuji
¢isté suroviny, nepovazuji se za
relevantni pro suroviny pouZzité jako
soucast konec¢ného slozeni
zdravotnického prostredku
spolecnosti Smith & Nephew, kde se
suroviny jiz nevyskytuji v Cisté
formé a kde bylo provedeno
posouzeni biologické bezpecnosti
konecéného hotového zdravotnického
prostiedku v souladu s normou ISO
10993-1.

Vonné latky

REMOVE (CE)
REMOVE (bez oznaceni
CE)

Néasledujici vyrobky obsahuji jako
soucast slozeni vonnou latku:

REMOVE (CE) - viné Tutti Fruitti ¢.
54859-39 (0,0200%)
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REMOVE (bez oznaceni CE) - viné
Tutti Fruitti ¢. 54859-39 (0,025%)
Azobarviva = VsSechny vyrobky Pigment pouzity na vrchni félii
ALLEVYN s vrchni vyrobkl z produktové fady ALLEVYN
rizovou félii obsahuje azobarvivo. Vrchni félie neni
v pfimém kontaktu s ranou a pigment
je vazan uvnitr félie, a proto se z
obvazu nevyplavuje. Azobarvivo se
tudiz nepovazuje za bezpecnostni
riziko.
PVC *» Hadicky PICO Prenosné kufriky ani hadicky
= Prenosny kufrik PICO neprichazeji do kontaktu s ranou.
» Prenosné kufriky
RENASYS Touch and Go
» PVC hadi¢cky RENASYS
= Y konektor RENASYS Privodni hadic¢ky pro VERSAJET II
» Modra paska RENASYS obsahuji PVC bez obsahu DEHP a
» VERSAJET II vnéjsi plast vysokotlaké hadicky je z
=  ADERMA PVC. Odpadni sestava, kt/eré pf“i.chézi
do styku pouze s odpadni tekutinou
pohybujici se smérem od pacienta, je
rovnéz z PVC.
Modra paska RENASYS prichazi
do kontaktu pouze
s neporusenou pokozkou.
ADERMA obsahuje PVC pryskyftici.
Triclosan Zadné Vyse uvedené vyrobky neobsahuji
uvedenou latku.
Triklorban Zadné Vys$e uvedené vyrobky neobsahuji
uvedenou latku.
Lanolin Zadné Vyse uvedené vyrobky neobsahuji
uvedenou latku.
Rosin e MELOLIN Rosin (kalafuna) se vyskytuje v
e CUTILIN lepidle, které se pouziva ke spojovani
e MELOLITE vlaken.
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Bisfenol A a ftalaty

Kontaktujte oddéleni
kontroly jakosti S&N AWM,
kde obdrzite kompletni
informace.

Pokud jsou BPA nebo ftalaty pritomny
ve stopovém mnozZstvi, provadi se
posouzeni rizik, které je soucasti
specifikace suroviny.

Halogenované
zpomalovace horeni:

= Bis(pentabromf
enylether) - ¢.
CAS 1163-19-5

= Hexabromcyklodo
dekan
(HBCDD) - &. CAS
25637-99-4

= C10-13 parafiny -
¢. CAS 85535-84-8

» oktabrom - ¢.
CAS32536-52-0

= Pentabromdifenyl
ether - ¢.
CAS32534-81-9

= Polybromované
bifenyly (PBB) -
¢. CAS napt.
59536-65-1 napr.
2:3,3', 4:4': 5"
hexabrombifenyl

= Tetrabrombisfen
ol A (TBBP-A) - &
CAS 79-94-7

Zadné

Casti vyse uvedenych vyrobki, které
prichazeji do styku s uzivatelem,
védomeé neobsahuji vyse uvedené
zpomalovace horeni v koncentraci
presahujici 0,1 %.

Cyklické siloxany

= Oktamethylcyklo
-tetrasiloxn (D4)
- ¢. CAS 556-67-
2.

Decamethylcyklo-
pentasiloxan
(D5) - €. CAS
541-02-6.

= Dodekamethylcyk
-lohexasiloxan
(D6) - ¢&. CAS
540-97-6

= BIOBRANE

= Gel CICA-CARE a CICA-
CARE

= Ochrana pokozky
SECURA Dimethicone
/Bariérovy krém
SECURA D/ Bariérovy
krém SECURA D, CE

» Produktova rada
SECURA NO STING
BARRIER

= (Cistici pripravek
SECURA (F52)

* Drény NPWT

* Pasta na stomiiv
prouzcich

* Rousky NPWT

Podle nejlepsiho védomi spole¢nosti
Smith & Nephew neni zndmo, Ze by
zdravotnické prostredky obsahujici
silikon uvedené v prvnim seznamu na
protéjsi strané obsahovaly cyklické
siloxany D4, D5 nebo D6. Pritomnost
stop téchto latek nelze vyloucit,
protoze nebylo provedeno testovani,
které by potvrdilo jejich
nepritomnost. Spole¢nost Smith &
Nephew navic nepozadala dodavatele
surovin o potvrzeni, Ze tyto latky
nejsou pritomny.

Spole¢nost registrovand pod ¢islem 605496 v Anglii a Walesu, adresa: PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew
Medical Limited, jednajici jako zmocnény zastupce spole¢nosti T.J.Smith and Nephew, Limited.
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= REPLICARE

= OPSITE Flexifix

= OPSITE Flexigrid

= ACTICOAT Post-Op

= OPSITE Post-Op a Plus

= MELOFIX / CUTIFIX / Konkrétné pro BIOBRANE tdaje z
PRIMAFIX chemické charakterizace potvrzuji

= CICAPLAIE & PRIMALITE | pritomnost zbytkového cyklického

» Kryti drénu OPSITE siloxanu D8 v Cerstvé vyrobeném
Post-Op Visible a matgriélu, ayéak pfitomnost.j.ivnglch
OPSITE Visible cyklickych siloxanu nebyla zjisténa.

= RENASYS TOUCH a
RENASYS TOUCH
CONNECT

= ALLEVYN Ag Gentle

Border
= ALLEVYN Gentle Border
= ALLEVYN Gentle
= ALLEVYN Life
= ALLEVYN Life Non-
Bordered
= PICO Softport Dressing
= OPSITE Flexifix Gentle

D4, D5 a D6 jsou pritomny jako
necistoty v mnozstvi mens$im nez 0,1
% w/w v silikonovém lepidle u kryti
ALLEVYN Gentle, Gentle Border a Ag
Gentle Border, u kryti ALLEVYN Life
Bordered a Non-Bordered, u kryti
PICO softport (druhy seznam na
protéjsi strané).

Zprava agentury ECHA podle prilohy
XV ze dne 20. brezna 2019 uvadi
navrh na omezeni uvadéni

Spole¢nost registrovand pod ¢islem 605496 v Anglii a Walesu, adresa: PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew
Medical Limited, jednajici jako zmocnény zastupce spole¢nosti T.J.Smith and Nephew, Limited.
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D4, D5 a D6 na trh jako latek, jako
sloZzek jinych latek nebo ve smésich v
koncentraci rovné nebo vyssi nez 0,5
% w/w kazdé latky. rovné nebo vy$si
nez 0,5 % w/w kazdé latky. Proto je
obsah necistot D4, D5 a D6 v
silikonovém lepidle, a tedy i v
uvedenych krytich na rany S+N, v
ramci navrhovaného omezujiciho
limitu ECHA.

Odchylné se omezujici limity
agentury ECHA nevztahuji na
uvadeéni pripravkd D5 a D6 na trh
pro pouziti jako zdravotnickych
prostredkd, jak jsou definovany v
narizeni 2017/745, k 1é¢bé jizev a
ran a k 1é¢bé stomii.

Med Zadné Vys$e uvedené vyrobky védomé
neobsahuji med.

Azodikarbonamid Zadné Vyse uvedené vyrobky védomé
neobsahuji azodikarbonamid..

Butylfenylmethyl- Z&dné VijSe uvedené vyrobky védomé
propional (lilial) neobsahuji butylfenylmethylpropional.

Zavér

VysSe uvedené vyrobky (strana 1 a 2) byly hodnoceny v souladu s mezindrodni normou
ISO 10993-1:2018 ,Biologické hodnoceni zdravotnickych prostfedkd - Hodnoceni a
zkouSeni v ramci procesu rizeni rizik“ a jsou povazovany za bezpecné pro urcené
pouziti. Hodnoceni zahrnuje posouzeni kone¢ného hotového zdravotnického prostfedku
véetné adhezivnich snimatelnych vloZek a primarniho obalu

Pro ucely vybérového rizeni mize byt skupina pro bezpec¢nost vyrobkd spolec¢nosti Smith
& Nephew Wound Management pozdddna o informace o pritomnosti urcitych latek ve
zdravotnickych prostredcich spolecnosti Smith & Nephew Wound Management. Je ti'eba
poznamenat, Ze hlavni normou, kterd se tyka biologického hodnoceni zdravotnickych
prostredkd, je norma ISO 10993-1, kterd nepozaduje, aby byly urcité latky ze

Spole¢nost registrovand pod ¢islem 605496 v Anglii a Walesu, adresa: PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew
Medical Limited, jednajici jako zmocnény zastupce spole¢nosti T.J.Smith and Nephew, Limited.
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zdravotnickych prostredkd vylouceny. Misto toho by mél byt kazdy zdravotnicky
prostfedek posuzovan jako celek s ohledem na jeho suroviny, vyrobni postupy,
sterilizaci, vyluhovatelné 1atky, fyzikalni vlastnosti a idaje o biokompatibilité, aby bylo
mozné provést posouzeni poméru prinost a rizik. Spole¢nost Smith & Nephew Wound
Management proto udaje o pritomnosti konkrétnich latek bézné neshromazduje a
informace uvedené v tomto prohlaseni o bezpecnosti tykajici se konkrétnich latek jsou
podle nasSeho nejlepSiho védomi spravné na zakladé sloZeni hotovych zdravotnickych
prostredkd. Spolecnost Smith & Nephew Wound Management nemuzZe vyloudit
pritomnost niZe wuvedenych latek, které mohou byt pridany do zdravotnickych
prostredkd nebo prijit do kontaktu s témito prostfedky mimo kontrolu spole¢nosti Smith
& Nephew.
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Biological Evaluation Statement: BES046
Circulation: To Whom It May Concern
Affected Product Family: See list below

Subject: Confirmation of the biocompatibility of the affected products in accordance with
ISO 10993-1 and confirmation on the status of the affected products regarding the
presence of specific substances where required for tender purposes.

Note: this statement supersedes PSS437. Changes since PSS43y7 are highlighted in blue
italics.

The products listed below are assessed in this Biological Evaluation Statement:
ACTICOAT range

ADERMA

ALGISITE M

ALGISITE Ag

ALLEVYN Silver Adhesive and ALLEVYN Silver Non-Adhesive

ALLEVYN Adhesive range including ALLEVYN Adhesive Sacrum and ALLEVYN Plus
Adhesive Sacrum

ALLEVYN Non-Adhesive range including ALLEVYN Heel
ALLEVYN Ag Adhesive and ALLEVYN Ag Non-Adhesive
ALLEVYN Ag Gentle Border range

ALLEVYN Ag Gentle range

ALLEVYN Ag range

ALLEVYN Gentle
ALLEVYN Gentle Border range including ALLEVYN Gentle Border Sacrum and ALLEVYN
Gentle Border Multisite

ALLEVYN Gentle Border Lite range
ALLEVYN Life range
ALLEVYN Plus Adhesive range
ALLEVYN Thin

ALLEVYN Tracheostomy
APPLICA IV

BACTIGRAS

BANISH II Liquid Deodorant
BIOBRANE

CADESORB

CARBONET

CICA-CARE

CICAPLAIE

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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CUTICERIN

CUTIPLAST

DURAFIBER and DURAFIBER Ag
EXU-DRY range

INTRASITE range, including INTRASITE Conformable
IODOSORB range

IV3000 range

JELONET range

LEUKOCLIP range

LEUKOSTRIP

MELOLIN

MELOLITE

OPSITE Flexifix

OPSITE Flexifix Gentle

OPSITE Flexigrid

OPSITE incise drape

OPSITE Post-Op

OPSITE Post-Op Visible range
OPSITE Spray

OPSITE Visible Drain Dressing
PICO with Softport range including all shapes and sizes of dressing and PICO 7, PICO 7Y
and PICO 14 pump

PRIMAFIX

PRIMAPORE

Profore range, including Profore lite
PROSHIELD Foam & Spray Cleanser
PROSHIELD Plus

REMOVE

RENASYS range (including RENASYS Touch) - including dressing kits, canisters, tubing
and exterior components of the pumps but not interior components of the pump or
batteries.

REPLICARE range
SECURA range (including No Sting Barrier Film, Barrier Cream D, Protective cream Z30,
EPC cream, Skinprep)

VERSAJET II

Biological Evaluation in Accordance with ISO 10993-1:2018

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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The above listed products have been evaluated in accordance with the international
standard ISO 10993-1:2018, ‘Biological Evaluation of Medical Devices - Evaluation and
testing within a risk management process’ and are considered safe for their intended use.
The evaluation includes an assessment of the final finished device including adhesive
release liners and primary packaging.

ISO 10993-1 requires consideration of the nature and duration of body contact of each
medical device and a biological evaluation is performed that is applicable to the intended
clinical use of the product. Any device which can contact the user directly or indirectly
is considered in the assessment. Internal components of electrical devices which are not
in direct or indirect contact with the user are not assessed. Device components such as
buttons, touch screens, dials, wires and plugs are excluded from the assessment.

Cytotoxicity, Skin Irritation and Skin Sensitisation

Cytotoxicity, skin irritation and skin sensitisation (delayed-type hypersensitivity) are
required endpoints for evaluation for all medical devices. The evaluation may include
testing and/or an assessment of the device raw materials using literature information.
Sensitisers may induce allergic reactions in sensitive individuals, therefore an
assessment of sensitisation potential is relevant to determine if a product contains
‘allergenic’ substances. The products above (listed on page 1 & 2) are not considered to
be irritants or sensitisers in accordance with ISO 10993-10.

Systemic Toxicity and Genotoxicity

Sub-acute systemic toxicity and genotoxicity are required endpoints for assessment for
all medical devices contacting breached or compromised surfaces for longer than 30 days
(based on repeated cumulative exposure). The products above which can be used
cumulatively for longer than 30 days have therefore been assessed for their potential to
induce systemic toxicity and genotoxicity. The assessment may include testing and/or an
assessment of the device raw materials using literature information. The devices listed
above which can be used cumulatively for longer than 30 days are considered to be
acceptable with respect to their potential to induce systemic toxicity and genotoxicity.

Other Substances

For tender purposes the Product Safety Group at Smith & Nephew Wound Management
may be asked about the presence of certain substances in Smith & Nephew Wound
Management medical devices. It should be noted that the main standard of concern for

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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the biological evaluation of medical devices is ISO 10993-1 which does not require that
certain substances be excluded from medical devices. Instead each device should be
considered in its entirety with regard to its raw materials, manufacturing processes,
sterilisation, leachable substances, physical characteristics and biocompatibility data in
order to perform a risk:benefit assessment. Therefore data on the presence of specific
substances is not routinely gathered by Smith & Nephew Wound Management and the
information below on specific substances is correct to the best of our knowledge based on
the formulation of the finished medical devices. Some devices contain proprietary
ingredients which are not disclosed to Smith & Nephew. Smith & Nephew Wound
Management cannot exclude the presence of the substances specified below which may
be added to or come into contact with devices outside of the control of Smith & Nephew
or which are contained within proprietary ingredients.

Substance Affected Product(s) Comments
Polymers of = ALLEVYN Gentle Border | Polymers of thermosetting resins can
thermosetting resins range (including Ag and | include silicones, therefore the listed

Lite variants)
= ALLEVYN Gentle 2
= ALLEVYN Life range
= BIOBRANE

products may contain these
polymers. Components which are
removed prior to application of the

* CICA-CARE device to the patient (such as
* NPWT drains (part of adhesive release handles and
RENASYS Kkits) packaging) have been excluded from
* PICO with Softport this assessment.
dressing

= RENASYS Touch

= RENASYS Softport
= REPLICARE range
= VERSAJETII

Acrylates = ACTICOAT range Acrylic adhesive features commonly

Adhesive and ALLEVYN

Nephew Wound Management
Silver Non-Adhesive

. medical devices. The acrylate
= ALLEVYN Adhesive ) .
range including components in Smith & Nephew
ALLEVYN Adhesive Wound Management products are:
Sacrum and ALLEVYN

Plus Adhesive Sacrum
= ALLEVYN Ag Adhesive

and ALLEVYN Ag Non- = 2-hydroxyl ethyl methacrylate
Adhesive (CAS No. 868-77-9)

* ALLEVYN Ag Gentle * N-butyl methacrylate (CAS No.
Border range 97-88-1)

= ALLEVYN Gentle range *= N-ethyl hexyl acrylate (CAS No.
including Ag 103-11-7)

» ALLEVYN Ag range = 2-ethyl hexyl acrylate( CAS No.

= ALLEVYN Gentle Border 103-11-17)

range

* ALLEVYN Silver in medical devices including Smith &

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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= ALLEVYN Gentle Border = n-butyl acrylate (CAS No. 141-32-
Lite range 2)

= ALLEVYN Life range These components are strictly

* ALLEVYN Plus Adhesive | controlled to ensure their levels are
range suitable for wound contacting

= ALLEVYN Thin devices.

= APPLICA IV

= CICAPLAIE

= CUTIPLAST

* [IV3000 range OPSITE Spray contains residual 2-

: giggg g}gi;:ﬁd ethoxy ethyl methacrylate (EEMA)

» OPSITE incise drape and 2-methoxy ethyl methacrylate

= OPSITE Post-Op (MEMA) (maximum 0.45% residual

= OPSITE Post-Op Visible monomer in the finished product).
range including OPSITE
Visible Drain Dressing

= OPSITE Spray

= PICO with Softport VERSAJET II contains a medical
dressing cyanoacrylate assembly adhesive.

= PRIMAPORE

= RENASYS range

= SECURA No-Sting
Barrier Film range The SECURA No-Sting Barrier Film

= VERSAJET II range contains a proprietary acrylate

copolymer.

Isocyanates None. There is no residual isocyanate
present in the devices listed. The
manufacturing process for
polyurethane foam may result in the
formation of toluene diamine which
is subject to strict controls in
ALLEVYN foam manufacture.

Epoxy None. There are no epoxy resins present in
the devices listed however ADERMA
contains epoxidized soybean oil.

Free monomers All products. All polymers contain residual free
monomers therefore it is not
possible to absolutely exclude the
presence of low levels of residual
free monomers from any polymeric
material. Smith & Nephew adhesive
monomer levels are strictly

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as

agent for T.J.Smith and Nephew, Limited.
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controlled as part of the
manufacturing process.

Antibiotics /

= ACTICOAT range

No antimicrobial agents are

Antimicrobials * ALLEVYN Silver intentionally added to other products
Adhesive not listed in this section.
= ALLEVYN Silver Non-
Adhesive * The ACTICOAT and ALLEVYN
" ALLEVYN Ag range Silver ranges contain: elemental
= ALGISITE Ag silver (CAS No. 7440-22-4) and
= DURAFIBER Ag silver oxide (CAS No. 20667-12-
= IODOSORB range 3).
= RENASYS PHMB = The ALLEVYN Ag range contains
antimicrobial silver sulphadiazine (CAS No.
gauze/AMD sponges 22199-08-2).
* BACTIGRAS » ALGISITE Ag contains ionic
silver.
= DURAFIBER Ag contains silver
chloride (CAS No. 7783-90-6).
= The IODOSORB range contains
0.9% iodine.
= The sterile NPWT gauze kit (part
of the RENASYS range) features
Kerlix PHMB antimicrobial
gauze/AMD sponges which
contain PHMB (CAS No. 32289-
58-0) at 0.20%.
= BACTIGRAS contains 0.5%
chlorhexidine acetate BP.
Formaldehyde MELOLIN Formaldehyde is not an ingredient in

any of the products listed above.
However, trace levels of
formaldehyde may be present only if
irradiation of water based products
(or possibly alcohol containing
products) takes place. The radiation
shears the water molecule (or
alcohol molecule) into its component
atoms which then, in presence of
carbon, reforms to produce
formaldehyde. Chemical
characterization of MELOLIN showed
formaldehyde at levels equivalent to
0.000016ppm and 0.000012ppm
%w/w.

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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Preservatives:
isothiazolinones
(including MI, MCI,
BIT & CMIT),
methyldibromogluta
ronitrile or
iodopropynyl
butylcarbamate

None.

The above products are not
knowingly formulated with the listed
preservatives.

Preservatives (Skin | =
Care range only)

PROSHIELD Foam and
Spray Cleanser

SECURA Cleanser (F-52)
SECURA Dimethicone
Skin Protectant

(SECURA Barrier Cream
D)

SECURA Extra Protective
Cream (SECURA Extra
Protective Cream Z30)
SECURA Personal
Cleanser (SECURA Total
Body Foam Cleanser)
BANISH II Liquid
Deodorant

SECURA Protective
Ointment (F-34)
UNIDERM Moisturising
Cream (F-04)

PROSHIELD Foam and Spray
Cleanser contains 0.3% DMDM
Hydantoin.

SECURA Cleanser (F-52) contains
1.00% benzyl alcohol, 0.13% citric
acid, 0.10% benzethonium
hydrochloride and 0.02% disodium
EDTA

SECURA Dimethicone Skin Protectant
contains 0.20%  methylparaben,
0.17% disodium EDTA and 0.05%
propylparaben.

SECURA Extra Protective Cream
contains 0.31% methylparaben,
0.20% diazolydinyl wurea, 0.13%

benzethonium chloride and 0.10%
butylparaben.

SECURA Personal Cleanser contains
0.13% benzethonium chloride, 0.30%
diazolydinyl 0.20% benzyl
alcohol, 0.10% methylparaben and
0.01% disodium EDTA.

urea,
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BANISH II Liquid Deodorant contains
0.50% triethalamine.

SECURA Protective Ointment (F-34)
contains 0.50% benzyl alcohol and
0.20% phenylphenol.

UNIDERM Moisturising Cream (F-04)
contains 0.15% benzethonium
chloride, 0.10% disodium EDTA and
0.15% quaternium 15.

H-Phrases / H-
Statements

None.

The above finished products do not
carry any H-Statements. It should be
noted that H-Statements provide
standardised wording regarding the
potential hazards of a raw material
including the degree of the hazard.
Since H-Statements often relate to
the hazards posed by neat raw
materials, they are not considered
relevant for raw materials used as
part of a Smith & Nephew medical
device final formulation where the
raw materials are no longer present
in the neat form and where an
assessment of the biological safety of
the final finished device has been
performed in accordance with ISO

10993-1.

Fragrance

= REMOVE (CE)
= REMOVE (Non-CE)

The following products contain a
fragrance as part of the formulation:

REMOVE (CE) - Tutti Fruitti
fragrance #54859-39 (0.0200%)

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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REMOVE (non-CE) - Tutti Fruitti
fragrance #54859-39 (0.025%)

Azo dye substances | = All ALLEVYN products The pigment used on the top film of
featuring the top pink the ALLEVYN range features an Azo
film dye. The top film is not in direct

contact with the wound and the
pigment is bound within the film and
as such does not leach out of the
dressing. The Azo dye is not
considered to pose a safety concern.

PVC = PICO tubing The carry cases and tubing do not

= PICO carry case contact the wound.

= RENASYS Touch and Go

carry cases

= RENASYS PVC Tubing

= RENASYS Y Connector The tubing feed line for VERSAJET II

* RENASYS Blue Tape contains a non-DEHP PVC and the

" VERSAJETII high pressure hose outer jacket is

" ADERMA composed of PVC. The waste
assembly which only contacts waste
fluid moving away from the patient
is also composed of PVC.
The RENASYS Blue Tape contacts
intact skin only.
ADERMA contains a PVC resin.

Triclosan None The above products are not

formulated with the listed substance.

Triklorban None The above products are not

formulated with the listed substance.

Lanolin None The above products are not

formulated with the listed substance.

Rosin e MELOLIN The rosin is present in the adhesive
e CUTILIN used to bond fibers together.

e MELOLITE

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as

agent for T.J.Smith and Nephew, Limited.




DocuSign Envelope ID: 4F0D92EE-1185-46DF-840D-A3883167C1E5

Smith & Nephew Medical Limited

225181

101 Hessle Road
Hull, HU3 2BN
England

F + 44 (0) 1482 328326

T + 44 (0) 1482

www.smith-nephew.com

Bisphenol A &
Phthalates

Contact S&N AWM QA
Department for full details.

Where BPA or phthalates are present
in trace amounts, a risk assessment
is performed which is included as
part of the raw material
specification.

Halogenated flame
retardants:

= Bis
(pentabromophe
nyl) ether CAS #
1163-19-5

= Hexabromocyclo
dodecane
(HBCDD) CAS No
25637-99-4

= (C10-13 paraffins
- CAS No 85535-
84-8

= QOctabromo - CAS
No 32536-52-0

* Pentabromodiphe
nyl ether - CAS
No 32534-81-9

= Polybrominated
biphenyls (PBB) -
CAS number eg
59536-65-1 for
example 2,3,3 ',
4,4', 5'-
hexabromo
biphenyl-

= Tetrabromobisph
enol A (TBBP-A) -
CAS No. 79-94-7

None

The user contacting parts of the above
products do not knowingly contain
the listed flame retardants at above
0.1%.

Cyclic siloxanes:

= Octamethyl
cyclotetrasiloxne
(D4) - CAS No.
556-67-2.

= Decamethylcyclo-
pentasiloxane
(D5) - CAS No.
541-02-6.

= Dodecamethylcyc
lo- hexasiloxane
(D6) - CAS No.
540-97-6

= BIOBRANE

= CICA-CARE and CICA-
CARE Gel

= SECURA Dimethicone
Skin Protectant/SECURA
Barrier Cream D/
SECURA Barrier Cream
D, CE

= SECURA NO STING
BARRIER Range

= SECURA Cleanser (F52)

=  NPWT Drains

= Ostomy Strip Paste

= NPWT Drape

To the best of Smith & Nephew’s
knowledge the silicone-containing
medical devices in the first list
opposite are not known to be
formulated with D4, D5 or D6 cyclic
siloxanes. The presence of traces of
these substances cannot be excluded
as testing has not been performed to
confirm they are not present.
Furthermore Smith & Nephew have
not asked raw material suppliers to

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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REPLICARE

OPSITE Flexifix

OPSITE Flexigrid
ACTICOAT Post-Op
OPSITE Post-Op and Plus
MELOFIX / CUTIFIX /
PRIMAFIX

CICAPLAIE & PRIMALITE
OPSITE Post-Op Visible
& OPSITE Visible Drain
Dressing

RENASYS TOUCH &
RENASYS TOUCH
CONNECT

ALLEVYN Ag Gentle
Border

ALLEVYN Gentle Border
ALLEVYN Gentle
ALLEVYN Life
ALLEVYN Life Non-
Bordered

PICO Softport Dressing
OPSITE Flexifix Gentle

confirm that these substances are not
present.

Specifically for BIOBRANE, chemical
characterisation data confirms the
presence of residual D8 cyclic
siloxane in freshly manufactured
material, however no other cyclic
siloxanes were determined to be
present.

D4, D5 and D6 are present as
impurities at less than 0.1% w/w in
the silicone adhesive on the
ALLEVYN Gentle, Gentle Border and
Ag Gentle Border dressing range,
ALLEVYN Life Bordered and Non-
Bordered dressing range, PICO
softport dressing (second list
opposite).,

The ECHA Annex XV report dated 20-
Mar-2019 outlines a proposal to
restrict the placing on the market of
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D4, D5 and D6 as substances, as
constituents of other substances, or
in mixtures in a concentration equal
to or greater than 0.1% w/w of each
substance. Therefore the level of D4,
D5 and D6 impurities in the silicone
adhesive, and therefore the listed
S+N wound dressings is within the
proposed ECHA restriction limit.

By way of derogation the ECHA
restriction limits do not apply to the
placing on the market of D5 and D6
for use as medical devices, as
defined in Regulation 2017/745, for
the treatment of scars and wounds,
and the treatment of stoma.

Honey

None

The above products are not
knowingly formulated with honey.

Azodicarbonamide

None.

The above products are not
knowingly formulated with
azodicarbonamide.

Butylphenyl
Methylpropional
(lilial)

None.

The above products are not knowingly
formulated with butylphenyl
methylpropional.

Summary

The above listed products (page 1 & 2) have been evaluated in accordance with the
international standard ISO 10993-1:2018, ‘Biological Evaluation of Medical Devices -
Evaluation and testing within a risk management process’ and are considered safe for
their intended use. The evaluation includes an assessment of the final finished device
including adhesive release liners and primary packaging.

For tender purposes the Product Safety Group at Smith & Nephew Wound Management
may be asked about the presence of certain substances in Smith & Nephew Wound
Management medical devices. It should be noted that the main standard of concern for
the biological evaluation of medical devices is ISO 10993-1 which does not require that

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as
agent for T.J.Smith and Nephew, Limited.
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certain substances be excluded from medical devices. Instead each device should be
considered in its entirety with regard to its raw materials, manufacturing processes,
sterilisation, leachable substances, physical characteristics and biocompatibility data in
order to perform a risk:benefit assessment. Therefore data on the presence of specific
substances is not routinely gathered by Smith & Nephew Wound Management and the
information presented in this safety statement on specific substances is correct to the
best of our knowledge based on the formulation of the finished medical devices. Smith &
Nephew Wound Management cannot exclude the presence of the substances specified
below which may be added to or come into contact with devices outside of the control of
Smith & Nephew.
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