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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 Limited 2.

Manufacturer’s Name3 Smith & Nephew Medical Limited

101 Hessle Road
Business Address* Hull, HU3 2BN
United Kingdom

Single Registration

Number (SRN) 5 GB-MF-000017580

European Authorised

Representative® Smith & Nephew Operations B.V.

Bloemlaan 2, 2132 NP Hoofddorp,

= 7
Business Address Netherlands

Product Name?: ALLEVYN Life

1. Wound management by secondary intention on shallow,
granulating wounds, chronic and acute exudative wounds, full
and partial thickness wounds including:

e Pressure ulcers

e Leg ulcers

e Diabetic Foot Ulcers
Intended Use?® e Surgical wounds

e First and second degree burns

o Donor sites

e Skin tears

e Fungating Ulcers
2. Pressure ulcer prevention on intact skin as part of a
pressure ulcer prevention protocol.

Conformity Assessment

Procedure (Annex)?° Annex IX

Notified Body Name!! BSI Group The Netherlands B.V

Notified Body Number!? No. 2797

Verification

Certificate(s)*? MDR 732832 Annex IX Chapter I & III Certificate
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Signed on behalf of Smith & Nephew Medical Limited

rDocuSigned by:
ignature igner Name: Andrew Daglish
ig 15 S
Signing Reason: | approve this document
| Signing Time: 25-Aug-2023 | 11:11:57 BST
303C90DE917A4F32AA0ABF5C275816BC
Namel® Andrew Daglish
Positiont? Senior Regulatory Affairs Specialist
Datels 25-Aug-2023 | 11:13:09 BST
Location®? Hull, UK
Declaration of
q DOC-WMTF-043/V1
Conformity Reference?° /

Product Schedule?!

P/r %1::::‘:.‘? Product Description or Risk Basic UDIZ
922 Product Variant?? Classification?*
Number

66801067 ALLEVYN Life 10.3cm x Class IIb 5000223SNO00134RA
Small 10.3xm

66801068 ALLEVYN Life 12.9cm x12.9 | CLes 1ib 5000223SN000134RA
Medium cm

66801069 ALLEVYN Life 15.4cmx154 | o i 5000223SN000134RA
Large cm

66801070 f;:.giVYN Life X- | 51 emx 21 em | Class lib 5000223SN000134RA

66801304 ﬁléléIIEVYN Life Heel Class IIb 5000223SN000134RA

66801306 ALLEVIN Life Small Sacrum | Class Iib 5000223SNO00134RA

66801307 é;léi\rql\l Life Large Sacrum | Class llb 5000223SN0O00134RA

66801080 ALLEVYN Life 10.7 cm x 10.7 Class Ilb 5000223SN000134RA
Small cm

66801081 ALLEVYN Life 15.4cm x Class Iib 5000223SN000134RA
Large 15.4cm

66801305 ﬁlélé:EVYN Life Heel Class IIb 5000223SN000134RA

66803091 ALLEVYN Life 129cmx 12.9 Class IIb 5000223SN000134RA
Sample cm

66021067 ALLEVYN Life 10.3cm x 10.3 Class Ilb 5000223SN000134RA
Small cm

66021068 ALLEVYN Life 129cmx129 | ociip 5000223SN000134RA
Medium cm

66021069 f;rl_giVYN Life i§14 cm x 15.4 Class b 5000223SNO000134RA
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66021070 f;rLgEeVYN Life X-— | 51 cmx 21 cm | Class Iib 5000223SNO00134RA
66021304 ﬁt'élEVYN Life Heel Class Ilb 5000223SN000134RA
66021306 é;'cﬁ\r/nYN Life Small Sacrum | Class Iib 5000223SN000134RA
66021307 é;'cﬁ\r/nYN Life Large Sacrum | Class Ilb 5000223SN000134RA
66801742 ALLEVN Life Large ir5n'4 em X154 | class i 5000223SN000134RA
66801743 ALLEVYN Life X- | ) i x21¢cm | Class Iib 5000223SN000134RA
LARGE
Standards / Common Specification(s)?2¢:
EN 1SO 780: 2015 EN 1SO 10993-11:2018 EN 1SO 11737-2:2020
EN 1SO 13485 EN 1SO 10993-12:2021 EN 1SO 14644-1:2015
2016+A11:2021
EN 1SO 15223-1: 2021 EN 1SO 10993-17:2009 EN 13726-1:2002/AC:2003
EN 1SO 14971:2019+A11 EN 1SO 10993-18:2020 / AMD | EN 13726-2:2002
2021 1:2022
ISO 10993-1:2018 EN 1SO 10993-23; 2021 EN 13726-3:2003
EN 1SO 10993-2:2014 EN 1SO 20417:2021 EN 13726-4:2003
EN 1SO 10993-3:2014 EN 62366-1: 2015+A1:2020 | EN 1SO 11607-1:2019
EN 1SO 10993-5:2009 EN 556-1:2001/AC:2006 EN 1SO 11607-2:2020
EN 1SO 10993- EN 1SO 11135:2014/A1:2019
7:2008/AMD:2019
EN 1SO 10993-10:2021 EN 1SO 11737-1:2018 / AMD
1:2021

Intended Use European Language Translations?7:

28
Language ‘ Code Intended Use

EN Local

1. YnpaBneHue Ha paHaTa 4Ype3 BTOPUYHO
HaMepeHune BbpXy MAUTKWU, FPaHyInpaLLn paHu,
XPOHUYHU N OCTPU EKCYAATUBHU paHU, MbJIHU U
yacTuyHu gebenn paHu, BKIIOYNTENHO:

* f3BKM OT HandraHe e A3BM Ha KpakaTa

¢ [InabeTHM 93BU MO KpakaTa ® XMPYPru4yHM paHu
* /I3rapsiHus nbpBa M BTOpa CTeneH

e JIOHOpHW MecTa e Pa3kbCBaHUS Ha KoxXaTa

o [bOMYHKN A3BU

2. NpepoTBpaTsiBaHe Ha A3BM NoA HansiraHe BbpPXy
HernoKbTHaTa KOXa KaTo 4YacT OT NpOTOoKoNa 3a
npeBeHUMs Ha aekybuTtyc.

1. Zbrinjavanje rana sekundarnim cijeljenjem za
plitke rane, rane s granulacijama, kronicne I
Croatian Hrvatski HR akutne eksudirajuce rane, rane pune ili djelomicne
debljine, ukljucujuci:

o dekubitalni ulkus e ulkus potkoljenice

Bulgarian 6bnrapcku esmk | BG
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¢ ulkus dijabetickog stopala e kirurske rane

e opekline prvog i drugog stupnja

e donorska mjesta e razderotine

e gljivicne ulkuse

2. Prevencija dekubitalnog ulkusa na
netaknutoj koZi kao dio protokola za prevenciju
dekubitalnih ulkusa.

Czech Cesky Jazyk cz

1. Péce o rany pri sekundarnim prubehu hojeni
melkych ran s granulacni tkani, chronickych i
secernujicich ran s plnou a castecnou tloustkou
vcetne:

e dekubitu, ¢ vredu na nohou,

e diabetickych vredu chodidel

e chirurgickych ran

e popalenin prvniho a druhého stupne,

e darcovskych mist e poruseni kuze,

e fungindznich vredu

2. Prevence dekubitu na neporusené kuzi jako
soucast protokolu prevence dekubitu.

Danish Dansk DK

1. Behandling af overfladiske, granulerende sar,
kroniske og akutte vaeskende sar, s&r med
forskellig dybde som f.eks.:

e Tryksar e Bensar

e Diabetiske fodsar e Kirurgiske sar

¢ Fgrste- og andengradsforbraendinger

e Donorsteder ¢ Hudafskrabninger

e Ildelugtende sar

2. Fordeler trykket pa intakt hud, som en del af
retningslinjerne for forebyggelse af tryksar.

Dutch Nederlands NL

1. Wondverzorging door secundaire genezing van
oppervlakkige, granulerende wonden, chronische
en acute exsuderende wonden en matig tot
diepe wonden zoals:

e Decubitus e Ulcus cruris Venosum

e Diabetische voetulcera e Operatiewonden

e Eerste- en tweedegraads brandwonden

e Donorplaatsen e Skin tears

e Schimmelende ulcera

2. Bescherming van gave huid als onderdeel

van preventiemaatregelen tegen decubitus.

Estonian Eesti EE

1. Madalate, granuleerivate haavade, krooniliste ja
agedate eksudeerivate haavade, tdis- ja osalise
paksusega haavade ravi sekundaarse haava
paranemisega, sh:

¢ lamatishaavandid e jalahaavandid

¢ diabeetilised jalahaavandid

e kirurgilised haavad

e esimese ja teise astme pdletushaavad

¢ doonorkohad e naharebendid

¢ seeninfektsiooniga haavandid

2. Lamatishaavandite ennetamine tervel nahal
lamatishaavandite ennetamise protokolli osana.

Finnish Suomi FI

1. Tarkoitettu kaytettavaksi toissijaisena sidoksena
pinnallisissa, granuloivissa haavoissa, kroonisissa
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ja akuuteissa erittavissa haavoissa, syvissa ja
keskisyvissa haavoissa, kuten:

® painehaavoissa ¢ sdarihaavoissa

¢ diabeettisissa jalkahaavoissa

e kirurgisissa haavoissa

e ensimmaisen ja toisen asteen palovammoissa

e ihonottokohdissa e ihorepeamissa

e fungaalisissa haavoissa.

2. Voidaan kayttaa painehaavojen ehkaisyyn
ehjalla iholla osana painehaavojen ehkaisyhoitoa.

French

Francais

FR

1. Prise en charge en deuxiéme intention des
plaies bourgeonnantes, superficielles, des plaies
exsudatives chroniques et aigués, et des plaies
superficielles a profondes telles que les :

e escarres e ulceres de jambe

ulceres du pied diabétique e plaies chirurgicales
br(ilures du ler et 2éme degré

sites donneurs de greffe e déchirures cutanées
ulcéres fongueux.

2. Prévention des escarres sur la peau intacte dans
le cadre d'un protocole de prévention des escarres.

German

Deutsch

DE

1. Wundbehandlung mit sekundarer

Wundheilung bei flachen, granulierenden
Wunden, chronischen und akuten exsudierenden
Wunden, Voll- und Spalthautwunden , z. B.:

e Druckgeschwtlire e Beingeschwiire

e Diabetische FuBgeschwire

e Operationswunden

¢ Verbrennungen ersten und zweiten Grades

e Hautentnahmestellen ¢ Hautrisse

e Exulzerierende Geschwiire

2. Vorbeugung von Druckgeschwiren auf intakter
Haut im Rahmen eines Druckgeschwirprophylaxe-
Protokolls.

Greek

EAANVIKG

GR

1. Alaxeipion TpaupaTog pe deuTtepelouaa nNpodBean
o€ pnXd, Kokkwdn TpaluaTa, XpOVIEG Kal OEEieg
€EIDPWUATIKEC MANYEG, OAOKANPEC KAl PEPIKEG
TpaupaTa naxoug nou nepiAappfavouv:

e 'EAKN nigong e ‘EAkN nodiwv

e 'EAkN d1aBnTIkoU nodiol e Xelpoupyikd Tpaluarta
e EykaupaTa npwTou Kal deuTepou Babuou

e TonoBeaieg dOTN © AepUdTIKEG PNEEIC

e MUKNTIOKA €AKN

2. MpoAnwn €Akoucg nieong os aBIkTo d€pUa KABwWG
MEPOC EVOG MPWTOKOAAOU NPOANWNG TOU EAKOUG
nieong

Hungary

Magyar

HU

1. Sebkezelés masodlagos sebgydgyuléas
céljabdl, fellleti, granuldlddo sebek, kronikus és
akut valadékozo sebek, teljes és részleges
vastagsagu sérilések esetén, példaul:

e Felfekvéses fekélyek e Labszarfekélyek

e Cukorbetegek labszarfekélyei

e Mutéti beavatkozasbol eredo sebek

e Elso- és masodfoku égési sérlilések
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e Donorteriiletek  Borsériilések
e Gombasodo fekélyek
2. Felfekvéses fekélyek megelozése az ép borén
a felfekvéses fekélyek megelozésére szolgald
protokoll részeként.
1. Gestione per seconda intenzione di ferrite
superficiali, granuleggianti, essudanti croniche e
acute, a spessore parziale e totale, comprese:
¢ Ulcere da pressione e Ulcere degli arti inferiori
¢ Ulcere del piede diabetico e Lesioni chirurgiche
. . e Ustioni di primo e secondo grado ¢ Donor site
Italian Italiano IT Con :
e Lacerazioni cutanee (Skin tears)
e Ulcere oncologiche patologicamente
iperproliferanti
2. Prevenzione delle ulcere da pressione su cute
integra nell'ambito di un protocollo di prevenzione
delle ulcere da pressione.
1. Brucu arstesSanai ar sekundaru noluku uz
seklam, granulejoSam brucem, hroniski un
akuti eksudativam brucem, videji dzilam un
dzildam brucem, ieskaitot:
e Izgulejumi e Kaju culas
Latvian LatvieSu LV e Diabetiskas pedu culas e Kirurgiskas bruces
e Pirmas un otras pakapes apdegumi
e Donoru vietas ¢ Adas plisumi
¢ Senisu culas
2. Izgulejumu profilakse uz neskartas adas ka
dala no izgulejumu profilakses protokola.
1. Antrinio tikslo negiliu, granuliuojanciu zaizdu,
letiniu ir uminiu eksuduojanciu zaizdu gydymas,
viso arba dalinio gylio zaizdu gydymas, iskaitant
Sias:
e Pragulos ¢ Koju opos
Lithuanian Lietuviy LI e Diabetines pedu opos e Chirurgines zaizdos
e Pirmojo ir antrojo laipsnio nudegimai
e Donorystes vietos e Odos plySimai
e Naviku opos
2. Pragulu prevencija ant nepazeistos odos
kaip pragulu prevencijos protokolo dalis.
1. Leczenie ran za pomoca wtornego stosowania w
przypadku ran ptytkich z ziarninowaniem, ran
przewlektych i z ostrym wysiekiem, ran catkowicie i
czesciowo gtebokich, w tym:
¢ Odlezyny e Owrzodzenia nég
Polish Polski PL . Owrzodz_enia_stopy cukrzycowej
e Rany chirurgiczne
e Oparzenia pierwszego i drugiego stopnia
¢ Miejsca pobrania przeszczepu ¢ Rozdarcia skory
e Wrzody z zakazeniem grzybiczym
2. Zapobieganie odlezynom na nieuszkodzonej
skdérze w ramach protokotu profilaktyki odlezyn.
1. Tratamento de feridas por segunda intencao em
Portuguese Portugués PT feridas superficiais em granulacao, feridas
exsudativas cronicas e agudas e feridas de
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espessura total e parcial, incluindo:

* Ulceras de pressdo  Ulceras de perna

¢ Ulceras do pé diabético e Feridas cirurgicas

¢ Queimaduras de primeiro e segundo grau

* Locais dadores e Laceragdo da pele

¢ Ulceras fungicas

2. Prevencgdo de Ulceras de pressdo em pele intacta
como parte de um protocolo de prevencgao de
Ulceras de presséo.

1. Gestionarea plagilor cu vindecare secundara a
plagilor superficiale, in curs de granulare, plagi
exsudative cronice si acute, a plagilor de grosime
completa si partiala, inclusiv:

e Escare de decubit

e Escare la nivelul picioarelor

Romanian Romana RO e Ulceratii ale piciorului diabetic

e Plagi chirurgicale e Arsuri de gradul unu si doi

e Situsuri donatoare e Rupturi tegumentare

e Ulceratii fungice

2. Prevenirea escarelor de decubit pe pielea intacta
ca parte a unui protocol de prevenire a escarelor
de decubit.

1. Liecba ran sekundarnou intenciou na plytkych,
granulujucich randach, chronickych a akutnych
exsudativnych ranach, ranach celej a ciastocnej
hrubky vratane:

e prelezanin,

e vredov na nohach,

e diabetickych vredov noh,

e ran po chirurgickych zakrokoch,

e popalenin prvého a druhého stupna,

e miesta koznych stepov,

e kozné |ézie,

e vredy mykotickej etioldgie.

2. Prevencia vzniku prelezanin na neporusenej
kozi ako slcast programu prevencie prelezanin.

Slovak Slovencina SK

1. Oskrba ran s sekundarnim celjenjem, kot so
plitve granulacijske rane, kronicne in akutne
eksudativne rane ter globoke in povrsinske rane, ki
vkljucujejo naslednje:

* razjede zaradi pritiska;

¢ razjede spodnjih okoncin;

razjede diabeticnega stopala;

Slovenian Slovensdina SI e kirurske rane;

e opekline prve in druge stopnje;

e darovalska mesta;

¢ kozne raztrganine;

e fungoidne maligne razjede.

2. Preprecevanje razjed zaradi pritiska na
neposkodovani kozi v sklopu protokola za
preprecevanje razjed zaradi pritiska.

1. Cicatrizacion de heridas poco profundas por
Spanish Espaiiol ES segunda intencién, en proceso de granulacion,
cronicas y agudas con alto nivel de exudado,
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heridas de espesor parcial y total, como:

« Ulceras por presion  Ulceras de pierna

¢ Ulceras de pie diabético e Heridas quirdrgicas

e Quemaduras de primer y segundo grado

* Zonas donantes e Desgarros de la piel

¢ Ulceras fungicas

2. Prevencién de Ulceras por presion en piel sana
como parte del protocolo de prevencién de Ulceras
por presion.

Swedish

Svenska

SE

1. S8rhantering genom sekundérlakning pa ytliga,
granulerande sar, kroniska sar och kraftigt
vatskande sar, fullhuds- och delhudskador
inklusive:

e Trycksar e Bensar

e Diabetiska fot sdr e Kirurgiska sar

e Forsta och andra gradens brannskador

e Tag stéllen e Hudsar med skinnflik

e Cancersar

2. Trycksarsprevention pa intakt hud som del av ett
protokoll fér trycksarsprevention.

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
Appendix 17 Romanian Romana RO
Appendix 18 Slovak Slovencina SK
Appendix 19 Slovenian Slovenscina SL
Appendix 20 Spanish Espanfol ES
Appendix 21 Swedish Svenska SE
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