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EUROPEAN DECLARATION OF CONFORMITY !

Declaration confirms that the product listed below meets: Regulations 2017/745 and is issued
under the sole responsibility of Smith & Nephew Medical Ltd 2.

Manufacturer’s Name3 Smith & Nephew Medical Ltd
101 Hessle Road,
B, Hull
4 li
Business Address HU3 2BN,

United Kingdom

Single Registration

Number (SRN) 5 GB-MF-000017580

European Authorised

Representative® Smith & Nephew Operations B.V.

Bloemlaan 2,
Business Address’ 2132 NP Hoofddorp,
Netherlands

OPSITE Flexifix
OPSITE Flexifix Gentle

OPSITE Flexifix
e To retain primary dressings.
e To protect skin around stoma and under leg bags.
e OPSITE Flexifix is indicated to retain primary wound
dressings, e.g., MELOLIN or ALLEVYN Non-Adhesive,
or protect the skin from friction.

Product Name?:

Intended Use?®
OPSITE Flexifix Gentle
e Retain primary wound dressings.
e Aid fixation of tubing.
e Protect skin from friction and external contamination.
e Protect the skin around stoma and under leg bags.

Conformity Assessment

Procedure (Annex)1° N/A

Notified Body Name!! N/A

Notified Body Number!? N/A

Verification

Certificate(s)*3 N/A

This document has been compiled in accordance with SOP ref. 2014016.

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

Page 1 of 9



DocuSign Envelope ID: 3C13F08C-24F4-4C6C-AA4B-ADF52A3F3EA9

Smith & Nephew Medical Limited
101 Hessle Road

T+44(0) 1482 225181
F +44 (0) 1482 328326

Hull, HU3 2BN www.smith-nephew.com
England
Signed on behalf of Smith & Nephew Medical Ltd
DocuSigned by:
Signature?s U Signer Name: Amrita Butler
Signing Reason: | approve this document
| Signing Time: 22-Nov-2022 | 11:41:08 GMT
C4EE3BFE6D3C4D78A1A614BF7DD28AA1
Name?16 Amrita Butler
Position'? Senior Regulatory Affairs Manager
Datels 22-Nov-2022 | 11:41:11 GMT
Location?® Hull, UK
Declaration of
- DOC-WMTF-002/V8
Conformity Reference?° /

Product Schedule2?!

Product
Code / Product Description or Risk .
Catalogue Product Variant?3 Classification24 Basic UDI**
Number?2
66000375 OPSITE Flexifix 15cm x 10m I 5000223SN000092RK
66390375 OPSITE Flexifix 15cm x 10m I 5000223SN000092RK
5445375 OPSITE Flexifix 15cm x 1m I 5000223SN000092RK
66390041 OPSITE Flexifix 10cm x 10m I 5000223SN000092RK
66000041 OPSITE Flexifix 10cm x 10m I 5000223SN000092RK
66000569 OPSITE Flexifix 5cm x 1m I 5000223SN000092RK
66000570 OPSITE Flexifix 10cm x 1m I 5000223SN000092RK
66030569 OPSITE Flexifix 5cm x 1m I 5000223SN000092RK
66030570 OPSITE Flexifix 10cm x 1m I 5000223SN000092RK
66320569 OPSITE Flexifix 5cm x 1m I 5000223SN000092RK
66320570 OPSITE Flexifix 10cm x 1m I 5000223SN000092RK
66000040 OPSITE Flexifix 5cm x 10m I 5000223SN000092RK
66390040 OPSITE Flexifix 5cm x 10m I 5000223SN000092RK
66301195 (5):1SITE Flexifix Gentle 2.5cm x I 5000223SN000092RK
66801196 OPSITE Flexifix Gentle 5cm x 5m I 5000223SN000092RK
66801197 OPSITE Flexifix Gentle 10cm x 5m I 5000223SN000092RK
36361379 OPSITE Flexifix Gentle 5cm x 1m I 5000223SN000092RK
36361380 OPSITE Flexifix Gentle 10cm x 1m I 5000223SN000092RK
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Standards / Common Specification(s)?2¢:

EN ISO 13485:2016/A11:2021

EN ISO 10993-10:2013

EN ISO 14971:2019

EN ISO 10993-18:2009

EN 62366-1:2015

EN ISO 14644-1:2015

EN ISO 15223-1:2021

EN 13726-2:2002

EN ISO 780:2015

EN 13726-3:2003

EN ISO 10993-1:2018

EN ISO 20417:2021

EN ISO 10993-5:2009

Intended Use European Language Translations?7:

Intended Use

OPSITE Flexifix OPSITE Flexifix Gentle

3a 3aAbpxaHe Ha OPSITE Flexifix Gentle e

MbpBUYHK npeaHa3sHayeHa aa

NPEBPB3KK. 3a4bpXKa MbpBUYHUTE
paHeBW NPeBPb3KM,

3a 3awuTa Ha KoxaTa KaKTo 1 Aa noMmara 3a

0|<o;610 cToMaTa 1 noa bUKCMpaHeTo Ha

. TOp6UYKKUTE 3a Kpaka. TPBEUUKM.

Bulgarian 6bnrapcku esuk | BG V3nonasa ce Aa npeanassa
OPSITE Flexifix e nokasaHa | koxarta 0kono cToMa u noa
3a 3aAbpXaHe Ha MPEHOCUMU YPUHATOPHM
MbPBUYHWNTE MPEBPB3KN HA | Top6MykM M MOXeE CbLLO Aa
paHaTa, Hanp. MELOLIN npeanassa Koxara oT
nam ALLEVYN Non- TPUEHE M BBHLIHO
Adhesive, nnu 3a 3awmTa 3aMbpcsiBaHe.

Ha KoXaTa OT TPUEHE.

Sluzi za pricvrscivanje Proizvod OPSITE Flexifix

primarnih obloga. Gentle indiciran je za
pri¢vrséivanje primarnih

Stiti kozu oko stome i ispod | obloga rane, kao i za

noznih vrecica za urin. ucvrscivanje cijevi.
Koristi se za zastitu koze

Croatian Hrvatski HR OPSITE Flexifix indiciran oko stome i ispod noznih
je za pri¢vrscivanje vrecica, a moze se koristiti i
primarnih obloga, npr. za zastitu koZe od trenja i
neljepljivih obloga vanjske kontaminacije.
MELOLIN ili ALLEVYN
Non-Adhesive, ili
kao zastita koze od trenja.

Pro retenci primarniho Félie OPSITE Flexifix
kryti. Gentle je urcena pro fixaci
primarniho obvazového
5 Pro ochranu kize kolem materidlu na rané a také

Czech Cesky Jazyk cz stomie a pod sbérnymi jako doplfujici fixace
sacky na dolni koncetinu. hadicek.

Pouziva se k ochrané
OPSITE Flexifix je pokozky kolem stomie a
indikovan k retenci pod sbérné sacky na dolni
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primarniho kryti ran, kon&etinu, pfi¢emz mize
napf. MELOLIN nebo také chranit kGzi pred
ALLEVYN odfeninami a vnéjsim
Non-Adhesive, nebo k poranénim.
ochrané kiize pred tienim.
OPSITE Flexifix Gentle er
indikeret til fastholdelse
af primaere sarbandager
Til fastholdelse af primaere sa vel som hjzelp til
bandager. fiksering af slanger.
Danish Dansk DK Det bruges til at beskytte
Til beskyttelse af huden huden omkring stomier og
omkring stomier og under under benposer, og kan
benposer. 0gsd beskytte huden mod
friktion og ekstern
kontaminering.
Vasthoudenvan primaire | pgiTe Fleyifix Gentle is
verband. o
bedoeld voor fixatie van
Bescherming van de huid primair wgndverband en
rond stoma’s en onder als hulpm|d<_jel om
beenzakken. slangen te ﬂxere_n.
Het wordt gebruikt om de
e huid te beschermen
Dutch Nederlands NL _OI:I_SITE 'I:Ite_zlx::ﬂxtﬁr el rondom stoma’s en onder
Ianf pl)crien:eaertle sagsrba?'\dsgs:r beenzakken, en om de huid
f eks. ! te _l?e_schermen tege_n
MELOLIN eller ALLEVYN ‘é"::%‘é'n”agf en besmetting van
Non-Adhesive, eller til '
beskyttelse af huden mod
friktion.
Primaarsete OPSITE Flexifix Gentle on
sidemete ~ .
kinnitamiseks. moeldu_d primaarse
haavasideme
Stoomat Umbritseva kg!nitﬁmij.iks’ aga ka
ja jalakoti aluse naha abivahendiks .
kaitseks. vooliku kinnitamisel.
Kasutatakse stoomat
Estonian Eesti EE o Umbritseva ja jalakotti
Sél:’iihzliailfc)l(lﬂx on al_use nahaN_kaitsmiseks_
primaarsete ning see v0|p na_hka__k_altsta
. ka hdodrdumise ja valise
haavasidemete (nt mustuse eest
MELOLIN voi ALLEVYN )
Non-Adhesive)
kinnitamiseks ning naha
kaitseks hdordumise eest.
Primaarisidosten OPSITE Flexifix Gentle on
paikallaan pitéminen. tarkoitettu pitamaan
ensisijaisia haavasidoksia
Ihon suojaaminen paikallaan seka avuksi
avanteen ymparilla ja letkun kiinnittdmisessa.
jalkapussien alla. Sita kaytetaan ihon
Finnish Suomi FI suojaamiseen avanteen
OPSITE Flexifix on ymparilla ja jalkapussien
tarkoitettu alla. Se voi myo6s suojata
primaaristen ihoa hankaukselta ja
haavasidosten, kuten ulkoiselta
MELOLIN- tai ALLEVYN kontaminoitumiselta.
Non-Adhesive -

This document has been compiled in accordance with SOP ref. 2014016.

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

Page 4 of 9




Smith & Nephew Medical Limited
101 Hessle Road

DocuSign Envelope ID: 3C13F08C-24F4-4C6C-AA4B-ADF52A3F3EA9

T +44 (0) 1482 225181
F+44 (0) 1482 328326

Hull, HU3 2BN www.smith-nephew.com
England
sidosten, paikallaan
pitdémiseen tai ihon
suojaamiseen
hankaukselta.
Fixation des pansements
primaires. OPSITE Flexifix Gentle est
indiqué pour la fixation de
Protection de la peau pansements primaires et
autour des stomies et pour faciliter la fixation
sous les sacs de jambe. d’une tubulure.
. Il est utilisé pour protéger
French Francais FR OPSITE Flexifix est indiqué la peau autour des stomies
pour la fixation de et sous les poches de
pansements primaires tels | jambe. Il permet
que MELOLIN ou ALLEVYN également de protéger la
Non-Adhesive, ou pour la peau contre la friction et la
protection de la peau contamination externe.
contre les frottements.
Zur sicheren Fixierung von | 4p51rg Flexifix Gentle ist
primaren Wundauflagen. fiir die si -
Ur die sichere Fixierung
von primaren
Zum Schutz der Haut Wundauflagen sowie als
um das S_toma und Hilfe bei der Fixierung von
unter den Beinbeuteln. Schliuchen indiziert.
German Deutsch DE o Es wird zum Schutz der
QPSITE F_Ie_X|f|x ist flr eine Haut um das Stoma und
S'C.he.re Fixierung von unter den Beinbeuteln
primaren Wundauflagen, verwendet und kann
wie z. B. MELOLIN oder :
- zudem die Haut vor
ALLEVYN Non-Adhesive, Reibung und externer
oder zum Schutz_der Haut Kontamination schitzen.
vor Reibung bestimmt.
Na O'UYKpGTEi K0p|c| To OPSITE Flexifix Gentle
emdépara. £v6£iKYUTa| yia
OuyKpATnon KUpIWV
Na npooratevel To dépua ENIBEPATOV TpAUNATWV
yUpw ano Tn oTtopia Kal kabwc karyia Ty
KAT® anod Touc unoBor]G'r]or] TNG OTEPEWONG
OUPOOCUAAEKTEC TNG OWANVWONG.
' nEpPINATOU. Xpnoiyonolegital yia Tnv
Greek EAANvIKa GR npooTacia Tou 0EPUATOG
To OPSITE Flexifix yUpw ano Tn oTopia ka
evdeikvuTal yia Tn KATw ano Toug ‘
OUYKPATNON KUPIWV oupoou)\)\f-:Kqu nepINaTou
eMBePdTWV TPAuPaTWY, Kal pnopel eniong va ,
n.x. MELOLIN r; ALLEVYN MPOOTATEUEI TO deppa ano
Non-Adhesive, 1 yia Tnv TNV TPIN Kai Toug ,
npooTacia Tou dEPHATOC EEWTEPIKOUG HOAUOHATIKOUG
and Tnv TpIBA. napayovrec.
Az elsédleges kotések Az OPSITE Flexifix Gentle
megtartasa. elsddleges sebfeddk,
valamint csévek
A b6r védelme a sztdma rogzitésére hasznalhato.
: koriil és a l1dbon elhelyezett | Megvédi a bdrt a sztoma
Hungarian Magyar HU vizeletgy(ijt6 zsdkok alatt. koral és a vizeletgy(ijté
labzsak alatt, valamint 6vja
Az OPSITE Flexifix az a bort a surlédastdl és a
elsédleges sebkotések — kiils6 szennyez&déstdl.
pl. a MELOLIN vagy
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ALLEVYN
Non-Adhesive kotések -
megtartasara, illetve a bér
surlédassal szembeni
védelmére javallott.

Per il fissaggio delle
medicazioni principali. L'OPSITE Flexifix Gentle &
indicata per fissare le
Per la protezione della medicazioni primarie delle
cute intorno allo stoma e ferite ma anche per il
sotto le sacche da fissaggio
_ _ gamba. di tubi.

Italian Italiano IT . Viene utilizzata per
OPSITE Flexifix e indicato proteggere la cute intorno
per il fissaggio delle allo stoma e sotto le
medicazioni primarie, ad sacche da gamba e pud
es. MELOLIN o ALLEVYN anche proteggere la cute
Non-Adhesive oppure per da frizioni e contaminazioni
proteggere la cute esterne.
dall'attrito.

Saglabat sakotn€jos OPSITE Flexifix Gentle ir
parséjus. indicéts sakotné&jo brices
parséju saglabasanai, ka
Aizsargat adu ap atveri un ari caurulu nostiprinasanai.
zem urina savacéjmaisiem. | To izmanto, lai aizsargatu

Latvian Latviedu LV édu_ae_atvgr_i un zem urina
OPSITE Flexifix ir indicéts savacéjmaisiem, un tas var
sakotné&jo briices parséju aizsargat adu ari no berzes
saglabasanai, t.i., un aréja piesarnojuma.
MELOLIN vai ALLEVYN
Non- Adhesive, vai adas
aizsargasanai no berzes.

ISsaugoti pirminius OPSITE Flexifix
tvarscius. Gentle skirta
prilaikyti
Apsaugoti odg aplink pagrindinius zaizdy
stomg ir po urostominiais tvarscius ir padéti
kojy maiseliais. pritvirtinti
. . . . vamzdelius.

Lithuanian Lietuviy LT OPSITE Flexifix" Ji naudojama odai aplink
indikuojamas iSsaugoti stoma ir po urostominiais
pirminius Zaizdos tvars&ius, | kojy maiseliais apsaugoti,
pavyzdziui, MELOLIN ar taip pat gali apsaugoti odg
+~ALLEVYN Non-Adhesive" nuo trinties ir iSorinio
arba apsaugoti odg nuo uztersimo.
trinties.

Aby zachowac
pierwotne opatrunki. Przylepiec OPSITE Flexifix
Gentle jest przeznaczony
Aby chronic¢ skére do mocowania
wokot stomii i pod pierwotnych o,patrunkéw
workami do zbiorki Eahn or_aqurenowl.(,* -
) . . roni skére wokét stomii i

Polish Polski PL moczt pod workami do zbiérki
Produkt OPSITE Flexifix moczu. Dodatkowo
jest wskazany do pomaga chronic skore
stosowania w celu przed otarciami i
zachowania pierwotnego skazeniami zewnetrznymi.
opatrunku rany, np.
produktow MELOLIN lub
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ALLEVYN Non-Adhesive,
lub ochrony skéry
Pfi:j i ﬁg‘;r pensos O OPSITE Flexifix Gentle
P ' é indicado para reter os
pensos primarios de
Para proteger a pele em feridas, assim como
volta do estoma e sob os auxilia; na fixacso
sacos para perna. da tubagem s
Portuguese Portugués PT OPSITE Flexifix & indicado Eel]lzlléznid\?oﬁzrgopgtéi?nearZ
E?iﬁérreigesr Eeg:c?s sob os sacos para perna e
MELOLIN ou ALLEVYN ;Zﬂbgg“fﬁggaeopg%tjger a
Non-Adhesive, ou para contaminacdo externa.
proteger a pele de
friccdo.
Pfirr‘ltcri”;‘leﬂxa pansamentele | opoiTE Flexifix Gentle este
P pale. indicat pentru retinerea
. . ansamentelor primare
Pentru a prqte_Ja pielea din Eentru plagi przcum si ca
jurul _stomel 3! de_: ?‘Ub ajutor pentru fixarea
pungile pentru picior. tuburilor
Romanian Romana RO | opSITE Flexifix este indicat Ef;‘: eg‘;'roes_c;t pplglrl‘ltfﬁ jural
pentru fixarea L stomelor si a pungilor de
pansamentelor principale, picior si, de asemenea,
iﬁLeE)i}Yl\lﬂlEll\_lorlﬁﬁ dshau_ poate proteja pielea
° nesive, impotriva frictiunii si
sau pentru protejarea pielii contaminrii externe
impotriva frecarii. )
Na zachovanie primarnych | 45617 Flexifix Gentle je
obvazov. indikované na
. pridrziavanie primarnych
Na ochra’nu- koze obvazov na rany a na
okolo stomie a pod ulah&enie
noznymi vreckami na fixacie haditiek
moc. Pouziva sa na
Slovak Slovencina SK OPSITE Flexifix je gﬁglrgrégé?;)lfozky
indikovany na zachovanie a vreciek s upevnenim na
primarnych obvazov na nohe. Taktie mase
rane, napr. MELOLIN pokoéku
2';:0 ALLE\{YbN Non- chrénit pred trenim
eslve, alebo na a externym znecistenim.
ochranu koze
pred trenim.
Za zadrzanje OPSITE Flexifix Gentle je
primarnih oblog. indiciran za zadrzanje
primarnih oblog za rane in
Za zascito koze okoli za pomoc pri fiksaciji cevja.
stome in pod noznimi Uporablja se za zascito
vreckami. koZe okoli stome in pod
. vy Sujecion de los apdsitos noznimi vreckami, kozo pa
Slovenian Slovenscina SI primarios. lahko za&iti tudi pred
trenjem in zunanjo
OPSITE Flexifix je kontaminacijo.
indiciran za zadrzanje
primarnih oblog za rane,
npr.
MELOLIN ali ALLEVYN Non-
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Adhesive, ali za zascito
koze pred trenjem.
Sujecion de los apositos
primarios.
OPSITE Flexifix Gentle esta
Proteccién de la piel indicado para sujetar
alrededor del estoma y apositos para heridas
debajo de las bolsas para primarios y ayudar a la
la piernas. fijacion del tubo.
. ~ Se utiliza para proteger la
Spanish Espafiol ES OPSITE Flexifix esta piel alrededor del estoma y
indicado para sujetar debajo de las bolsas de las
apositos para heridas piernas, y también puede
primarios, p. €j., proteger la piel de la
MELOLIN o ALLEVYN friccion y la contaminacion
Non-adhesive, externa.
0 para proteger la piel de la
friccion.
For att bibehalla priméra OPSITE Flexifix Gentle
forband. indikeras for att fasta
priméra sarférband och
For att skydda hud runt som hjalpmedel for att
stomi och under benpdsar. | fixera slangar.
. Det anvands for att skydda
Swedish Svenska SE OPSITE Flexifix ar huden runt stomier och
indikerad for att bibehalla under benpasar, och kan
primara forband, t.ex. aven skydda huden mot
MELOLIN eller ALLEVYN friktion och extern
Non-Adhesive, eller fér att | kontamination.
skydda huden mot friktion.

Appendices - European Language Term Translations:

Appendix no.

Language (EN)

Language (Local)

Country Code

Appendix 1 Bulgarian 6bnrapcku e3nk BG
Appendix 2 Croatian Hrvatski HR
Appendix 3 Czech Cesky Jazyk Cz
Appendix 4 Danish Dansk DK
Appendix 5 Dutch Nederlands NL
Appendix 6 Estonian Eesti EE
Appendix 7 Finnish Suomi FI

Appendix 8 French Francais FR
Appendix 9 German Deutsch DE
Appendix 10 Greek EAANVIKa GR
Appendix 11 Hungarian Magyar HU
Appendix 12 Italian Italiano IT

Appendix 13 Latvian LatvieSu LV
Appendix 14 Lithuanian Lietuviy LT
Appendix 15 Polish Polski PL
Appendix 16 Portuguese Portugués PT
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Appendix 17 Romanian Romana RO
Appendix 18 Slovak Slovencina SK
Appendix 19 Slovenian Slovenscina SL
Appendix 20 Spanish Espafol ES
Appendix 21 Swedish Svenska SE
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