DocuSign Envelope ID: EF308D43-59B7-4868-BB76-DE4DC16B6F96

Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | MpdTuna/Koivi(€g) npodiaypagn(€g)

| Ap1Bu06G NpoTUNOU/KOIVIG NPodiaypagnc
28 | MpoBAenOUEVN XPrON: HETAPPACEIC O EUPWNATKEC YAWOTEC
| rAoooa
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®

Hungarian:

HU

Code No.

1

N

25

T: + 44 (0)1482 225181 SmithNe phew
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

EUROPAI MEGFELELOSEGI NYILATKOZAT

A nyilatkozat megerdésiti, hogy az alabb felsorolt termék megfelel a kbévetkezéknek: A 2017/745 rendeletek,
[értelemszer(en illessze be ide az egyéb fontos eurépai jogszabalyokat], és kiaddsa a gyartd hivatalos neve
kizarolagos felel6sségére torténik

A gyarté neve

Székhelye

Egyeddli nyilvantartasi szam (SRN)

Meghatalmazott eurdpai képviseld

Székhelye

A termék neve: (lasd a mellékelt listat a termékkddokat/katalégusszamokat illetéen)
Rendeltetésszerl hasznalat: Az egyéb nyelveket lasd a tablazatban
Megfelel6ségértékelési eljaras (melléklet)

Az értesitett testilet neve

Az értesitett testllet szama

Hitelesitési tanusitvany(ok)

Alairva a gyartd hivatalos neve nevében

Aldiras

Név

Beosztas

Datum

Hely

A megfelel6ségi nyilatkozat hivatkozdsa

Terméklista

Termékkdd/katalégusszam

A termék leirdsa vagy termékvaltozat

Kockazatbesorolas

Alap UDI-DI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Szabvanyok/gyakori el6irds(ok)

27 | A szabvany/gyakori el6iras szama
28 | A rendeltetésszer(i hasznalat eurdpai nyelvre tortént forditasa
29 | Nyelv

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.
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®

Italian:

IT

Code No.

1

N

25

T: + 44 (0)1482 225181 SmithNe phew
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

DICHIARAZIONE DI CONFORMITA EUROPEA

La dichiarazione conferma che il prodotto menzionato di seguito & conforme a: Regolamento 2017/745, [inserire
altre normative europee pertinenti per quanto applicabile], ed & rilasciata sotto I’esclusiva responsabilita del
fabbricante legale

Nome del fabbricante

Indirizzo aziendale

Numero di registrazione unico (Single Registration Number, SRN)
Rappresentante europeo autorizzato

Indirizzo aziendale

Nome del prodotto: (vedere il prospetto allegato per i codici di prodotto/numeri di catalogo)
Uso previsto: vedere la tabella per le altre lingue

Procedura di valutazione di conformita (Allegato)

Nome dell’'organismo notificato

Numero dell’organismo notificato

Certificazione/i di verifica

Firmato in nome e per conto di (nome del fabbricante legale)
Firma

Nome

Posizione professionale

Data

Sede

Riferimento per la Dichiarazione di conformita

Prospetto prodotti

Codice prodotto/Numero di catalogo

Descrizione del prodotto o variante di prodotto
Classificazione del rischio

Codice UDI-DI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England

26 | Norme/Specifiche comuni

| Numero norma/specifica comune
28 | Uso previsto: traduzioni nelle lingue europee
| Lingua

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.
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®®

Latvian:

Lv

Code No.

= =
mTBoveNe AW N R

NNNNNNRERBRBRB R R 2 R
R WNROOO®NOOUNAWWN

T: + 44 (0)1482 225181 SmlthNepn ew

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

Translated Terms

EIROPAS ATBILSTIBAS DEKLARACIJA

Deklaracija apliecina, ka talak noraditais produkts atbilst: Regulam 2017/745, [ievietojiet citus atbilstoSus Eiropas
tiesibu aktus, ka nepiecieSams], un ta ir izsniegta tikai uz [razotaja juridiskais nosaukums] atbildibu
Razotaja nosaukums

Uznémuma adrese

Vienotais redistracijas numurs (VRN)

Pilnvarotais parstavis Eiropa

Uznémuma adrese

Produkta nosaukums: (produkta kodus/kataloga numurus skatit pievienotaja pielikuma)
Paredzéta lietoSana: informaciju par citam valodam skatit tabula

Atbilstibas novértésanas procedira (Pielikums)

Pazinotas struktiras nosaukums

Pazinotas struktlras numurs

Parbaudes sertifikats(-i)

Parakstits [raZotaja juridiskais nosaukums] varda

Paraksts

Vards, uzvards

Amats

Datums

Vieta

Atbilstibas deklaracijas atsauce

Produkta pielikums

Produkta kods/kataloga numurs

Produkta apraksts vai produkta variants

Riska klasifikacija

Pamata UDI-DI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Standarti/vispariga(-s) specifikacija(-s)

| Standarts/visparigas specifikacijas numurs
28 | Paredzéta lietosana: tulkojumi Eiropas valodas
| Valoda

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.
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®®

Lithuanian:

LT

Code No.

= =
mTBoveNe AW N R

NNNNNNRERBRBRB R R 2 R
R WNROOO®NOOUNAWWN

T: + 44 (0)1482 225181 SmlthNepn ew

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

Translated Terms

Europos Atitikties Deklaracija

Delaracija patvirtina kad toliau iSvardyti produktai atitinka: Reglamenta 2017/745, [iterpti kitus taikytinus Europos
teisés aktus] ir uz jo iSdavima yra visiSkai atsakingas [legalus gamintojo vardas].
Gamintojo vardas

Verslo adresas

Bendras Registracijos Numeris (BRN)

Europos jgaliotasis atstovas

Verslo adresas

Produkto vardas: (produkty kodus / katalogo numerius zitrékite pridedamame tvarkarastyje)
Paskirtis: kitomis kalbomis Zzitrékite lentele

Atitikties jvertinimo procedira (priedas)

Notifikuotosios jstaigos vardas

Notifikuotosios jstaigos numeris

Patvirtinimo Pazyméjimas (-ai)

PasiraSyta (legalaus gamintojo vardas) vardu

Parasas

Vardas

Pozicija

Data

Vieta

Atitikties Deklaracijos Nuoroda

Produkto grafikas

Produkto Kodas/ Katalogo numeris

Produkto Apibudinimas arba Produkto Variantas

Rizikos Klasifikacija

Pagrindinis UDI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Standartai / Bendroji specifikacija (-0s)

| Standartinis / Bendrasis specifikacijos numeris
28 | Europos kalby vertimas pagal paskirtj
| Kalba

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.
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®

Polish:

PO

Code No.

25

T: + 44 (0)1482 225181 Smithi\lepn ew
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

EUROPEJSKA DEKLARACJA ZGODNOSCI

Deklaracja potwierdza, ze wymieniony ponizej produkt spetnia wymagania: Rozporzadzenia 2017/745 [w razie
potrzeby wstawic inne stosowne przepisy europejskie] i jest wydawana na wytaczng odpowiedzialno$é Nazwa
producenta

Nazwa producenta

Adres firmy

Niepowtarzalny numer rejestracyjny (SRN)

Upowazniony przedstawiciel w Unii Europejskiej

Adres firmy

Nazwa produktu: (kody produktow / numery katalogowe zawiera zatagczony wykaz)
Przeznaczenie: Tekst w innych jezykach znajduje sie w tabeli

Procedura oceny zgodnosci (zatacznik)

Nazwa jednostki notyfikowanej

Numer jednostki notyfikowanej

Certyfikaty weryfikacji

Podpisano w imieniu Nazwa producenta

Podpis

Imie i nazwisko

Stanowisko

Data

Miejsce

Numer referencyjny deklaracji zgodnosci

Wykaz produktéw

Kod produktu / numer katalogowy

Opis produktu lub wariant produktu

Klasyfikacja ryzyka

Kod Basic UDI-DI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Normy / wspdlne specyfikacje

| Numer normy / wspdlnej specyfikacji
28 | Ttumaczenia tekstu dotyczacego przeznaczenia produktu na jezyki europejskie
|Jezyk

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.
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Smith & Nephew Medical Limited

101 Hessle Road
Hull

HU3 2BN
England

Language?®

Portuguese:

PT

Code No.

25

T: + 44 (0)1482 225181 Smithi\lepn ew
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

DECLARACAO DE CONFORMIDADE EUROPEIA

A declaragao confirma que os produtos listados abaixo cumprem: Regulamentagao 2017/745, [inserir outra
legislacdo europeia relevante, conforme aplicavel] e é emitida sob a responsabilidade Unica do [Nome legal do
fabricante]

Nome do fabricante

Enderego da empresa

NUmero Unico de registo (NUR)

Representante Europeu Autorizado

Enderego da empresa

Nome do produto: (consulte o anexo quanto a cddigos de produtos/nimeros de catalogo)
Finalidade: Consulte a tabela para outros idiomas
Procedimento de avaliacao de conformidade (Anexo)
Nome do organismo notificado

Numero do organismo notificado

Certificado(s) de verificacao

Assinado em nome de [Nome legal do fabricante]
Assinatura

Nome

Cargo

Data

Localizacdo

Referéncia de Declaragdo de conformidade
Anexo do produto

Cédigo de produto / NUmero de catdlogo
Descricao do produto ou variante do produto
Classificagao de risco

UDI-DI basico

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Normas / Especificacdo(des) comum(ns)

27 | Normas/Numero de especificagdo comum
28 | Tradugdes da Finalidade para idiomas europeus
29 | Idioma

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.
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®

Romanian:

RO

Code No.

==
NV ®O®NOU AW N R

NNNNNNRERRBRBRRB 2 R
UUR WN R OWOWOO®NOUMNWN

T: + 44 (0)1482 225181
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

DECLARATIE DE CONFORMITATE EUROPEANA

SmithNephew

Declaratia confirma faptul ca produsul specificat mai jos respecta: Regulamentul 2017/745, [introduceti ale acte
legislative europene relevante, dupa caz] si este emis pe propria raspundere a Denumirea juridica a producatorului

Denumirea producatorului

Sediul social

Numar unic de Tnregistrare (SRN)
Reprezentant european autorizat
Sediul social

Denumirea produsului: (consultati anexa atasata pentru codurile de produs/numerele de catalog)

Utilizare preconizata: consultati tabelul pentru alte limbi
Procedura de evaluare a conformitatii (Anexa)
Denumirea organismului notificat

Numarul organismului notificat

Certificat(e) de verificare

Semnat in numele Denumirea juridicd a producatorului
Semnatura

Nume

Functie

Data

Loc

Referinta pentru declaratia de conformitate

Anexa produsului

Cod produs / Numar de catalog

Descrierea produsului sau varianta produsului
Clasificarea riscurilor

UDI-DI de baza

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 37 of 46




DocuSign Envelope ID: EF308D43-59B7-4868-BB76-DE4DC16B6F96

Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Standarde / Specificatie(i) comuna(e)

27 | Standard / Numar de specificatie comuna
28 | Utilizare preconizat¥: traduceri in limbile europene
29 | Limb3

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.
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Smith & Nephew Medical Limited .

101 Hessle Road T: + 44 (0)1482 225181 Sm IthNepheW
Hull F: + 44 (0)1482 328326

HU3 2BN www.smith-nephew.com

England

Language®® Code No. Translated Terms

1 | VYHLASENIE O ZHODE EU
> Vyhldsenie potvrdzuje, Ze nizSie uvedeny produkt spifia: nariadenia 2017/745, [vlozit dalSie prislu$né pravne
predpisy EU] a vyddva sa s vyhradnou zodpovednostou vyrobcu s registrovanym ndzvom
3 Nazov vyrobcu
4 Sidlo spoloc¢nosti
5 | Jediné registracné cislo (SRN)
6 Opravneny zéstupca pre EU
7 | Sidlo spoloc¢nosti
8 Nazov produktu: (pozri prilozeny dodatok s kéodmi vyrobkov/katalégovymi cislami)
9 Pldnované pouzitie: DalSie jazyky najdete v tabulke
10 | Postup posudzovania zhody (priloha)
11 | Nazov notifikovaného organu
12 | Cislo notifikovaného organu
SK 13 | Overovacie certifikaty
14 | Podpisany v mene vyrobcu s registrovanym ndzvom
15 | Podpis
16 | Meno
17 | Pozicia
18 | Datum
19 | Miesto
20 | Odkaz na vyhlasenie o zhode
21 | Tabulka vyrobkov
22 | Kod vyrobku / katalégové Cislo
23 | Popis produktu alebo variant produktu
24 | Klasifikacia rizika
25 | Zakladny identifikator UDI-DI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England

26 | Normy / spolo¢né Specifikacie
27 | C

Cislo normy / spolo¢nej Specifikacie
28 | Planované pouzitie prekladov z jazykov EU
29 |Jazyk

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.
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Smith & Nephew Medical Limited .

101 Hessle Road T: + 44 (0)1482 225181 Sm IthNepheW
Hull F: + 44 (0)1482 328326

HU3 2BN www.smith-nephew.com

England

Language®® Code No. Translated Terms

1 EVROPSKA IZJAVA O SKLADNOSTI
2 Izjava potrjuje, da spodaj navedeni izdelek ustreza: Uredbi 2017/745 [vstavite drugo zadevno evropsko
zakonodajo, kakor je primerno], in je izdana na lastno odgovornost [Ime zakonitega proizvajalca]
3 Ime proizvajalca
4 Poslovni naslov
5 Enotna registrska Stevilka (SRN)
6 Pooblasceni zastopnik za Evropo
7 Poslovni naslov
8 Ime izdelka: (glejte prilozen dodatek s kodami/kataloskimi stevilkami izdelkov)
9 Predvidena uporaba: Za druge jezike glejte preglednico
10 | Postopek ugotavljanja skladnosti (Priloga)
11 | Ime priglaSenega organa
12 | Stevilka priglasenega organa
SL | 13 | potrdilo(-a) o verifikaciji
14 | Podpisano v imenu Ime zakonitega proizvajalca
15 | Podpis
16 | Ime
17 | Delovho mesto
18 | Datum
19 | Mesto
20 | Referenca Izjave o skladnosti
21 | Dodatek z izdelki
22 | Koda/kataloska stevilka izdelka
23 | Opis izdelka ali razli¢ica izdelka
24 | Razvrscanje v razred tveganja
25 | Osnovni UDI-DI

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Standardi/splosne specifikacije

28 | Prevodi predvidene uporabe v evropske jezike
29 | Jezik

27 | Standardna/splosna stevilka specifikacije

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.
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Smith & Nephew Medical Limited
101 Hessle Road

Hull
HU3 2BN
England

Language?®

Spanish:

ES

Code No.

1

N

25

T: + 44 (0)1482 225181 SmithNe phew
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

DECLARACION UE DE CONFORMIDAD

Esta declaracién confirma que el producto indicado a continuacién cumple con lo estipulado en el Reglamento (UE)
2017/745, [incluir otras normativas europeas pertinentes que sean de aplicacién] y se publica bajo la exclusiva
responsabilidad de [Nombre legal del fabricante]

Nombre del fabricante

Domicilio social

NUmero de registro Unico (SRN)

Representante autorizado en Europa

Domicilio social

Nombre del producto: (véase el apéndice para comprobar los cédigos/nimeros de catdlogo de los productos)
Uso previsto: véase la tabla para consultar otros idiomas
Procedimiento de evaluacién de la conformidad (anexo)
Nombre del organismo notificado

Numero del organismo notificado

Certificados de verificacion

Firmado en nombre de [Nombre legal del fabricante]
Firma

Nombre

Puesto

Fecha

Ubicacion

Referencia de la declaracion de conformidad

Apéndice del producto

Cddigo/numero de catalogo del producto

Descripcion o variante del producto

Clasificacién del riesgo

UDI-DI basica

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.
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Smith & Nephew Medical Limited

101 Hessle Road T: + 44 (0)1482 225181
Hull F: + 44 (0)1482 328326
HU3 2BN www.smith-nephew.com
England
26 | Normas/especificaciones comunes

28 | Uso previsto: traducciones a idiomas europeos
29 | Idioma

|

27 | NGmero de norma/especificacion comtn
|
|
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Language?®®

Swedish:

SE

Code No.

= =
T owvoeNoAw N R

NNNNNNRERBRBRB R R 2 R
UUR WN R OWOWO®NOOUNWN

T: + 44 (0)1482 225181 SmlthNeph ew
F: + 44 (0)1482 328326
www.smith-nephew.com

Translated Terms

EUROPEISK FORSAKRAN OM OVERENSSTAMMELSE
Denna forsakran bekréftar att produkten som anges nedan uppfyller: kraven i féorordning 2017/745, [infoga annan
relevant Europeisk lagstiftning om tillampligt] och utfardas pa eget ansvar av [tillverkarens namn]

Tillverkarens namn

Foretagsadress

Eudamed-registreringsnummer (SRN)
Auktoriserad representant i Europa
Foretagsadress

Produktnamn: (se den bifogade 6versikten for produktkoder/katalognummer)
Avsedd anvandning: Se tabellen for andra sprak
Procedur for bedémning av dverensstammelse (bilaga)
Anmalda organets namn

Anmalda organets identifikationsnummer
Verifieringscertifikat

Undertecknat pa [tillverkarens namn]:s vagnar
Underskrift

Namn

Befattning

Datum

Placering

Referens for forsakran om dverensstammelse
Produktoéversikt

Produktkod/katalognummer

Produktbeskrivning eller produktvariant
Riskklassificering

Grundlaggande UDI-DI

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.
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26 | Standarder/gemensam(ma) specifikation(er)

28 | Avsedd anvéndning av éversattningar till europeiska sprak
29 | Sprak

27 | Standard/gemensamt specifikationsnummer

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
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Page 46 of 46



DocuSign Envelope ID: EF308D43-59B7-4868-BB76-DE4DC16B6F 96

mith & Nephew Medical Ltd. T + 44 (0) 1482 225181

101 Hessle Road F + 44 (0) 1482 328326
Hull, HU3 2BN www.smith-nephew.com
England

MANUFACTURER’S DECLARATION OF CONFORMITY

AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES) REGULATIONS 2002
DECLARATION OF CONFORMITY PROCEDURES
This is a declaration of conformity made under clause 6.6 of Schedule 3 to the Therapeutic Goods
(Medical Devices) Regulations 2002.

Manufacturer's name: Smith & Nephew Medical Limited,

Business address: 101 Hessle Road,
Hul],
HU3 2BN,
United Kingdom.
EU Authorised Smith & Nephew Operations B.V.
Representative: Bloemlaan 2,
2132 NP Hoofddorp,
Netherlands
Medical device(s): RENASYS Touch Canisters
Classification: Class I Non-Sterile

GMDN code and term: 47404 - Negative-pressure wound therapy system canister

Scope of application: 66801273 - RENASYS Touch Canister with Solidifier 300ml
66801274 - RENASYS Touch Canister with Solidifier 800ml
66801275 - RENASYS Touch Canister without Solidifier 300ml

Each kind of medical device to which the technical documentation applies complies with the
applicable provisions of the essential principles and the classification rules before being supplied.

Verification Certificates British Standards Institute. Certificate No. MD 76718 Quality
Management System (EN ISO 13485)
Standards applied: ENISO 13485:2016

EN 60601-1:2005 3.1 edition

EN 60601-1-11:2015 2nd edition

ENISO 14971:2019

EN 62366-1:2015

EN ISO 780:2015

ENISO 10993-1:2018

ENISO 20417:2021

EN ISO 14644-1:2015
Authorised signatory:

Name : Ken Fergusson
Position : Senior Regulatory Affairs Manager
Dated: 07-Apr-2022 | 17:58:33 BST DocuSigned by:

ke Furgusson

'J Signer Name: Ken Fergusson

Signing Reason: | approve this document
Signing Time: 07-Apr-2022 | 17:57:57 BST

70CA089D3CF744E288FB372950E2A83E
Certificate Reference TGA/005 issue 02

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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EUROPEAN DECLARATION OF CONFORMITY!

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

Manufacturer’s Name?3 Smith & Nephew Medical Limited
101 Hessle Road,
. Hull
4 7
Business Address HU3 2BN,

United Kingdom

Single Registration

Number (SRN) 5 GB-MF-000017580

European Authorised

Representatives Smith & Nephew Operations B.V.

Bloemlaan 2,
Business Address’ 2132 NP Hoofddorp,
Netherlands

Product Name?: OPSITE/APPLICA

OPSITE film is indicated for:

e Use as an incision drape in surgical procedures
e Superficial wounds (e.g., minor burns, scalds,
Intended Use?® abrasions, and lacerations)
Split-thickness skin graft donor sites
Closed surgical wounds
e Fixation of devices to the skin (i.e., catheters, tubing,
primary dressings)

Conformity Assessment

Procedure (Annex)2® Annex XI Part A (Production Quality Assurance)

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

Notified Body Number!? No. 2797

Verification

Certificate(s)!3 MDR 737173

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.
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Signed on behalf of Smith & Nephew Medical Limited

DocuSigned by:
| Anite Butler

Signature15 U Signer Name: Amrita Butler
Signing Reason: | approve this document
| Signing Time: 14-Apr-2023 | 11:33:08 BST

C4EE3BFE6D3C4D78A1A614BF7DD28AA1

Name?1¢ Amrita Butler

Position'? Senior Regulatory Affairs Manager
Datel8 14-Apr-2023 | 11:33:44 BST

Location?® Hull, UK

Declaration of
Conformity Reference?°

Product Schedule?!

DOC-WMTF-024/V2

Beaucticece Product Description or Risk . o5

/ ::;a;zgzt;e Product Variant?3 Classification?* Basic UDI
4542 OPSITE - 28x10cm Ila 5000223SN000114R4
4963 OPSITE - 14x10cm Ila 5000223SN000114R4
4967 OPSITE - 14x25cm Ila 5000223SN000114R4
4975 OPSITE - 10x14cm Ila 5000223SN000114R4
4986 OPSITE - 15x28cm Ila 5000223SN000114R4
4987 OPSITE - 28x30cm Ila 5000223SN000114R4
4988 OPSITE - 28x45cm Ila 5000223SN000114R4
4989 OPSITE - 55x45cm Ila 5000223SN000114R4
4994 OPSITE - 84x56cm Ila 5000223SN000114R4
4995 OPSITE - 42x40cm Ila 5000223SN000114R4
66001217 APPLICA - 10x20cm Ila 5000223SN000114R4
66001218 APPLICA - 20x30cm Ila 5000223SN000114R4
66001219 APPLICA - 28x30cm Ila 5000223SN000114R4
66001220 APPLICA - 35x45cm Ila 5000223SN000114R4
66001221 APPLICA - 45x60cm Ila 5000223SN000114R4
66001222 APPLICA - 56x84cm Ila 5000223SN000114R4

Standards / Common Specification(s)?2¢:

EN ISO 780:2015
EN ISO 13485:2016/A11:2021

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.
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EN ISO 15223-1:2021

EN ISO 14971:2019/A11:2021

ISO 10993-1:2018

ISO 10993-3:2014

ISO 10993-5:2009

ISO 10993-7:2008/A1:2019

ISO 10093-10:2021

ISO 10993-18:2020

EN ISO 20417:2021

EN 62366-1:2015/AMD1:2020

EN 556-1:2001/AC:2006

EN ISO 14644-1:2015

EN ISO 11607-1:2017

EN ISO 11607-2:2017

EN 13726-2:2002

EN 13726-3:2003

BS EN ISO 11135:2014

BS EN ISO 11737-1:2018/A1:2021

BS EN ISO 11737-2:2020

ISTA 2A

Intended Use European Language Translations?7;

Language?®
Local

‘ Code Intended Use

Bulgarian

6bnrapcku esmnk

BG

OPSITE e nokasaH 3a:

YnoTpeba KaTo NOKPUTHE Ha pa3pesun Npu XMPYpPruyHM onepaumu,
MOBBPXHOCTHM paHu (Hanp. IEKM U3rapaHUA, ONapBaHMUA, OXKYNBaHUA U
paskbcBaHUA), [IOHOPCKM MeCTa Ha pasLeneHa KoXKHa npucagka, 3aTBoOpeHn
XUPYPrUYHU paHu, DUKCMPaHE HA YCTPOMCTBA KbM KOXKaTa

(T.€. KaTeTpU, TPBLOUYKM, MbPBUYHUN NPEBPDH3IKM).

Croatian

Hrvatski

HR

Folija OPSITE indicirana je za:

Uporabu kao incizijska folija u kirurskim zahvatima, Povrsinske rane (npr. manje
opekline, ogrebotine i poderotine), Donorska mjesta transplantata djelomicne
debljine koZe, Zatvorene kirurske rane, Pricvr$éivanje uredaja na kozu (tj.
kateteri, cijevi, primarne obloge).

Czech

Cesky Jazyk

Cz

OPSITE je indikovano pro:

Poutziti jako rouska incize u chirurgickych zékrok(, Povrchové rany (napf. drobné
popaleniny, opareniny, odfeniny a trzné rany), Darcovska mista
dermoepidermalniho $tépu, Uzaviené chirurgické rany, Fixace zafizeni na kdzi
(napf. katetry, hadicky, primarni kryti).

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.
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Danish

Dansk

DK

OPSITE er indiceret til:

Brug som incisionsafdaekning under kirurgiske indgreb, Overfladiske sar (f.eks.
mindre forbraendinger, skoldninger, hudafskrabninger og snitsar), Donorsteder
for hudgrafter af delvis tykkelse, Lukkede operationssar, Fiksering af udstyr til
huden (dvs. katetre, slanger, primaere bandager).

Dutch

Nederlands

NL

OPSITE is voorgeschreven voor:

Gebruik als afdekmateriaal voor de incisie tijdens chirurgische procedures,
Oppervlakkige wonden (bijv. eerstegraads brandwonden, brandplekken,
schaafwonden en snijwonden), Split thickness-huidtransplantaten, Afgedichte
chirurgische wonden, Fixatie van hulpmiddelen op de huid (bijv. katheters,
slangen, primaire verbanden).

Estonian

Eesti

EE

Toote OPSITE ndidustused:

Kasutamiseks sisseldikekattena kirurgilistel protseduuridel, Pindmised haavad
(nt pindmised pdletused, pdletushaavad, marrastused ja rebendid), Poolitatud
paksusega nahasiiriku doonorkohad, Suletud kirurgilised haavad, Seadmete
nahale kinnitamiseks (nt kateetrid, torud, primaarsed haavasidemed).

Finnish

Suomi

FI

OPSITE on tarkoitettu kdytettavaksi seuraavasti:

Kayta leikkausliinana kirurgisissa toimenpiteissd, Pinnallisiin haavoihin (esim.
lievat palovammat, hiertymat ja repeamat), Osaihosiirteiden ihonottokohtiin,
Suljettuihin kirurgisiin haavoihin, Laitteiden kiinnitys ihoon (eli katetrit, letkut,
ensisijaiset sidokset).

French

Francais

FR

OPSITE est indiqué pour :

Usage de champ d’incision dans les interventions chirurgicales, Plaies
superficielles (p. ex. brilures légéres, brilures par liquide bouillant, abrasions et
lacérations), Sites donneurs de greffe de peau mince, laies chirurgicales
fermées, Fixation de dispositifs sur la peau (c’est-a-dire cathéters, tubulures,
pansements primaires).

German

Deutsch

DE

OPSITE ist fur Folgendes indiziert:

Verwendung als Inzisionsabdeckung bei chirurgischen Eingriffen, Oberflachliche
Wunden (z.B. leichte Verbrennungen, Verbriihungen, Schiirf- und
Schnittwunden), Entnahmestellen zur Spalthauttransplantation, Geschlossene
Operationswunden, Fixierung von Produkten an der Haut (z. B. Katheter,
Schlduche, Primarverbande)

APPLICA ist indiziert fiir:

Verwendung als Inzisionsabdeckung bei chirurgischen Eingriffen, Oberflachliche
Wunden (z.B. leichte Verbrennungen, Verbriihungen, Schiirf- und Schnittwunden),
Entnahmestellen zur Spalthauttransplantation, Geschlossene Operationswunden,
Fixierung von Produkten an der Haut (z.B. Katheter, Schlauche, Primarverbédnde).

Greek

EAANVIKG

GR

H pepBpdvn OPSITE evdeikvutat yia Ta €€NG:

Xpnotuomoteital wg KAAUUUO TOUNAG OTLG XELPOUPYLKEG SLaSLKaoLES, 2
empavelokd tpavpata (.. ehadpd tpavpata, kagipata, apuxég Kot
€kSOPEG), Z€ onueia Tou 80T HeTA and ARPn Seppatikol LOoXEUATOG
UEPLKOV TLAXOUG, € KAELOTA XELPOUPYLKA TpalMATA, O OTEPEWCN CUOKEUWV
oto 6éppa (dnA. kKaBeTHPES, CWANVWOELS, KUpLa eTBépatal).

Hungarian

Magyar

HU

Az OPSITE haszndlata a kbvetkez6khoz javallt:

Bemetszési izolalokendSként hasznalhatdé mditéti eljarasok sordn, Feliileti sebek
(pl. enyhe égési sériilések, forrazasok, horzsoldsok és szakaddasok) esetén,
Részleges vastagsagu bératiltetési donorteriiletekhez, Zart m(itéti sebekhez,
Eszkozok (azaz katéterek, csovek, elsédleges kotszerek) rogzitéséhez a béron.

Italian

Italiano

IT

OPSITE é indicata per:

L'utilizzo come telo per incisione nelle procedure chirurgiche, Ferite superficiali
(ad es. ustioni minori, scottature, abrasioni e lacerazioni), Siti donatori per
innesti cutanei a spessore parziale, Ferite chirurgiche chiuse, Fissaggio di
dispositivi sulla cute (cioé cateteri, tubi, medicazioni primarie).

Latvian

LatvieSu

LV

OPSITE ir indicéts:

lietosanai ka iegriezuma parklajam kirurgiskas procedras; virspuséjam bricém
(piem., nelieliem apdegumiem, applaucéjumiem, nobrazumiem un plésumiem);
dalita biezuma adas parstadisanas donorvietam; slégtam kirurgiskam bricém;
iericu piestiprinasanai pie adas (t.i., katetriem, caurulém, primariem
parsienamajiem materialiem).

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.
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Lithuanian

Lietuviy

LT

Toliau nurodytos OPSITE indikacijos.

Naudokite kaip pjavio uzklota chirurginiy procediry metu, Pavirsinés Zaizdos
(pvz., nestipras nudegimai, nusiplikymai, jbréZimai ir jplésimai), Dalies odos
storio transplantaty donorinés vietos, UZzdarytos chirurginés Zaizdos, Priemoniy
tvirtinimas prie odos (pvz., kateteriy, vamzdeliy, pirminiy tvarsciy).

Norwegian

Norsk

NO

OPSITE er indikert for:

Brukes som snittduk i kirurgiske prosedyrer, Handtering av overfladiske sar
(f.eks. mindre brannskader, skrubbsar og laserasjoner), Splittykkelse av
hudtransplanterte donorsteder, Lukkede operasjonssar, Fiksering av enheter til
huden (f.eks. katetre, slanger, primaerbandasjer).

Polish

Polski

PL

Produkt OPSITE jest przeznaczony do:

stosowania jako ostona nacie¢ podczas zabiegéw chirurgicznych,
powierzchownych ran (np. drobne oparzenia, oparzenia, otarcia i skaleczenia),
miejsc dawcy przeszczepu skéry o réznej grubosci, zamknigtych ran
chirurgicznych, mocowan wyrobdéw do skéry (np. cewnikdw, drendw,
opatrunkdéw pierwotnych)

Portuguese

Portugués

PT

OPSITE é indicado para:

Utilize como campo cirurgico de incisdes em procedimentos cirlrgicos, A gestdo
de feridas superficiais (p.ex.: queimaduras ligeiras, escalddes, abrasdes e
laceragdes), Locais de doagdo com enxertos de pele de espessura reduzida,
Feridas cirurgicas fechadas, Fixagdo de dispositivos a pele (p.ex.: cateteres,
tubagem, pensos primarios).

Romanian

Romana

RO

OPSITE se recomanda pentru:

Utilizare drept camp chirurgical pentru incizie in procedurile chirurgicale, Leziuni
superficiale (de ex., arsuri minore, opariri, excoriatii si laceratii), Locatiile
prelevarii grefei de piele cu grosime partiald, Plagi chirurgicale inchise, Fixarea
dispozitivelor pe piele (adica, catetere, tuburi, pansamente primare).

Slovak

Slovencina

SK

Folia OPSITE je indikovana na:

poutZitie ako rusko pri chirurgickych zakrokoch, povrchové rany (napr. mensie
popaleniny, obareniny, odreniny a trzné rany), plochy pouZité na kozné stepy v
celej hrabke, uzavreté chirurgické rany, fixaciu pomécok na koZi (napr. katétre,
hadicky, primdrne krytie).

Slovenian

Slovenscina

SI

Film OPSITE je indiciran za:

uporabo kot tkanina za incizije pri kirurskih posegih; povrsinske rane (npr. lazje
opekline, oparine, abrazije in ureznine); mesta odvzema koznega presadka delne
debeline koZe; zaprte kirurske rane; pritrjevanje pripomockov na kozo (npr.
katetri, cevje, primarne obloge).

Spanish

Espaiiol

ES

OPSITE esta indicado:

Como pafio de incisidén en intervenciones quirurgicas, Para heridas superficiales
(por ejemplo, quemaduras leves, escaldaduras, abrasiones y laceraciones), Para
zonas donantes de injertos de piel de espesor parcial, Para heridas quirurgicas
cerradas, Para la fijacion de dispositivos a la piel (como catéteres, tubos y
apdositos primarios)

Swedish

Svenska

SE

OPSITE indiceras for:

Anvandning som sarfilm vid kirurgiska ingrepp, Ytliga sar (t.ex. mindre
brannskador, skallningsskador, abrasioner och lacerationer), Platser dar
hudgraft med delad tjocklek har tagits, Forslutna kirurgiska sar, Fixering av
enheter pa huden (t.ex. katetrar, slangar, priméara férband).

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
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Appendices - European Language Term Translations:

Appendix no.

Language (EN)

Language (Local)

Country Code

Appendix 1 Bulgarian 6brapcku e3unk 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 Frangais FR
Appendix 9 German Deutsch DE
Appendix 10 Greek EAANVIKG GR
Appendix 11 Hungarian Magyar HU
Appendix 12 Italian Italiano IT

Appendix 13 Latvian LatvieSu LV
Appendix 14 Lithuanian Lietuviy LT
Appendix 15 Maltese Malti MT
Appendix 16 Polish Polski PL
Appendix 17 Portuguese Portugués PT
Appendix 18 Romanian Romana RO
Appendix 19 Slovak Slovencina SK
Appendix 20 Slovenian Slovenscina SL
Appendix 21 Spanish Espafiol ES
Appendix 22 Swedish Svenska SE

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
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Appendix 1
Language (EN) | Bulgarian (BG) Language (Local) | 6bnrapcku e3unk
No. Translated Term
1 | EBPOMNEWNCKA OEKNAPALMSA 3A CbOTBETCTBUE
JdeknapauunaTta NnoTBbpXAaBa, Ye NOCOYEHUAT NO-A0NY NPOAYKT CbOTBETCTBA Ha:
5 PernameHT 2017/745, [BbBEaeTe APYro yMECTHO eBPOMNENCKO 3aKoHOA4aTeNCTBO, cnopes
NPUIOXNUMOTO] U Ce n3gaea eAMHCTBEHO Ha OTFOBOPHOCT HA MMe Ha 3aKOHHMUS
npoussoauTen
3 | me Ha npousBoauTen
4 | busHec agpec
5 | EanHeH perucrtpaunoHeH Homep (EPH)
6 | YnbnaHoMoleH npeactasuTten 3a EeBpona
7 | busHec agpec
8 | iMe Ha npoAayKT: (BMXTE NPUIOXEHMS ONMC 3a NPOAYKTOBM KOAOBE/KaTanoXHWU HoMepa)
9 | NpenHasHaveHune: BuxTe TabnuuaTa 3a Apyrn esnum
10 | Npoueaypa 3a oueHsABaHe Ha cboTBeTCTBMETO (MpunoxeHune)
11 | UMe Ha HoTudUUMpaH opraH
12 | HoMep Ha HOoTMdUUMPpaH opraH
13 | CeptudukaTt(n) 3a nposepka
14 | MognuncaH OT MMETO Ha MMe Ha 3aKOHHUA NpoussoauTen
15 | Moanuc
16 | Ume
17 | AnbXHOCT
18 | AaTa
19 | MecTononoxeHue
20 | CnpaBka 3a Aeknapauus 3a CbOTBETCTBME
21 | MpoaykToB ONMUC
22 | MpoaykTtoB kog / KaTanoxeH HoMep
23 | OnucaHune Ha npoayKTa unu BapmaHT Ha npoaykTa
24 | Knacudukaumsa B 3aBUCUMOCT OT pucKa
25 | OcHOBEH yHUMKaneH naeHTuduKaTop Ha usgenunata - naeHTuduKaTop Ha us3genuaTa
26 | CtaHgaptu / O6bwa(n) cneundukaumns(m)
27 | MNpegHa3HaueHune: NpeBoan Ha eBpPOMencKn esmum
28 | E3uk
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
101 Hessle Road F +44 (0) 1482 328326
Hull, HU3 2BN www.smith-nephew.com
England

Appendix 2

Language (EN) | Croatian (HR) Language (Local) | Hrvatski
No. Translated Term
1 | EUROPSKA IZJAVA O SUKLADNOSTI
Izjavom se potvrduje da je nize navedeni proizvod u skladu s: Uredbama 2017/745,
2 | [unesite ostale mjerodavne Europske zakone, kako je primjenjivo]. Odgovornost za njeno
izdavanje snosi iskljucivo [naziv proizvodaca]
3 | Naziv proizvodaca
4 | Adresa proizvodaca
5 | Jedinstveni registracijski broj (SRN)
6 | Ovlasteni zastupnik za Europu
7 | Adresa ovlastenog zastupnika
8 | Naziv proizvoda: (Sifre proizvoda/kataloske brojeve potrazite u prilozenom dodatku)
9 | Namjena: Vidi tablicu za ostale jezike
10 | Postupak procjenjivanja sukladnosti (Prilog)
11 | Naziv prijavljenog tijela
12 | Broj prijavljenog tijela
13 | Potvrda (potvrde) o provjeri
14 | Potpisao/-la u ime [naziv proizvodaca]
15 | Potpis
16 | Ime I prezime
17 | Funkcija
18 | Datum
19 | Mjesto
20 | Oznaka izjave o sukladnosti
21 | Dodatak za proizvod
22 | Sifra proizvoda / kataloski broj
23 | Opis proizvoda ili inacica proizvoda
24 | Klasa rizika
25 | Osnovna jedinstvena identifikacija proizvoda-identifikator proizvoda (UDI-DI)
26 | Norme / UobicCajena specifikacija (Uobicajene specifikacije)
27 | Namjena: prijevodi na europske jezike
28 | Jezik
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
101 Hessle Road F +44 (0) 1482 328326
Hull, HU3 2BN www.smith-nephew.com
England

Appendix 3

Language (EN) | Czech (C2) Language (Local) | Cesky Jazyk
No. Translated Term

1 | EVROPSKE PROHLASENI O SHODE

Prohlaseni potvrzuje, ze nize uvedeny vyrobek spliiuje narizeni 2017/745 [pripadné
2 | doplnte dalsi pfislusné evropské pravni predpisy], a je vydano na vyhradni zodpovédnost
[oficialni nazev vyrobce]

3 | Nazev vyrobce

4 | Adresa mista podnikani

5 | Jediné registracni Cislo

6 | Opravnény zastupce pro Evropu

7 | Adresa mista podnikani

8 | Nazev vyrobku: (kéd vyrobku / katalogové Cislo viz pFilozeny soupis)
9 | Urené pouziti: Viz tabulka pro dalsi jazyky

10 | Postup posuzovani shody (pFiloha)

11 | Nazev oznameného subjektu

12 | Cislo ozndmeného subjektu

13 | Osvédceni o ovéreni

14 | Podepsano jménem [oficidlni nadzev vyrobce]

15 | Podpis

16 | Jméno

17 | Pozice

18 | Datum

19 | Misto

20 | Prohlaseni o shodé - reference

21 | Soupis vyrobkl

22 | Koéd vyrobku / katalogové Cislo

23 | Popis vyrobku nebo varianta vyrobku

24 | Klasifikace rizik

25 | Zakladni UDI-DI

26 | Normy / spolecné specifikace

27 | Zamyslené pouziti: preklad do evropskych jazykd

28 | Jazyk

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 9 of 28



DocuSign Envelope ID: EFE6277D-5CA1-4C2C-98A7-7DAOES8D83AA

Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
101 Hessle Road F +44 (0) 1482 328326
Hull, HU3 2BN www.smith-nephew.com
England

Appendix 4

Language (EN) | Danish (DK) Language (Local) | Dansk
No. Translated Term

1 | EUROPAISK OVERENSSTEMMELSESERKLARING

Erklzeringen bekraefter, at produkterne angivet herunder overholder: Forordning
2 | 2017/745, [indseet anden geeldende europaisk lovgivning hvis relevant] og er udstedt
med eneansvar for [Juridisk fabrikantnavn]

3 | Fabrikantens navn

4 | Virksomhedsadresse

5 | Individuelt registreringsnummer (Single Registration Number, SRN)
6 | Autoriseret europaeisk repraesentant

7 | Virksomhedsadresse

8 | Produktnavn: (se vedlagte bilag for produktkoder/katalognumre)

9 | Tilsigtet brug: Se tabel for andre sprog

10 | Procedure for overensstemmelsesvurdering (bilag)

11 | Bemyndiget organ, navn

12 | Bemyndiget organ, nummer

13 | Verifikationscertifikat(er)

14 | Underskrevet p§ vegne af [Juridisk fabrikantnavn]

15 | Underskrift

16 | Navn

17 | Position

18 | Dato

19 | Placering

20 | Overensstemmelseserklaering, reference

21 | Produktbilag

22 | Produktkode/katalognummer

23 | Produktbeskrivelse eller produktvariant

24 | Risikoklasse

25 | Grundlaeggende UDI-DI

26 | Standarder/almindelig(e) specifikation(er)

27 | Tilsigtet brug: Oversaettelser pd europaeiske sprog

28 | Sprog
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
101 Hessle Road F +44 (0) 1482 328326
Hull, HU3 2BN www.smith-nephew.com
England

Appendix 5
Language (EN) | Dutch (NL) Language (Local) | Nederlands
No. Translated Term
1 | EUROPESE CONFORMITEITSVERKLARING
Deze verklaring bevestigt dat het hieronder vermelde product voldoet aan: Verordening
> 2017/745, [andere reIevante_Euerese wetgeving invo_ggen_ indien van _toepassing] en
wordt uitgegeven onder de uitsluitende verantwoordelijkheid van [wettige naam van
fabrikant]
3 | Naam van de fabrikant
4 | Bedrijfsadres
5 | SRN (single registration number: uniek registratienummer)
6 | Geautoriseerde vertegenwoordiger voor Europa
7 | Bedrijfsadres
8 | Productnaam: (zie bijgevoegd bijlage voor productcodes/catalogusnummers)
9 | Beoogd gebruik: Zie de tabel voor andere Europese talen
10 | Conformiteitsbeoordelingsprocedure (bijlage)
11 | Naam van aangemelde instantie
12 | Nummer van aangemelde instantie
13 | Verificatiecertificaat/-certificaten
14 | Ondertekend namens [naam van de fabrikant]
15 | Handtekening
16 | Naam
17 | Functie
18 | Datum
19 | Plaats
20 | Referentie conformiteitsverklaring
21 | Productschema
22 | Productcode/catalogusnummer
23 | Productbeschrijving of productvariant
24 | Risicoclassificatie
25 | Basis UDI-DI
26 | Standaarden/Algemene specificatie(s)
27 | Beoogd gebruik: vertalingen in Europese talen
28 | Taal
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
101 Hessle Road F +44 (0) 1482 328326
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England

Appendix 6

Language (EN) | Estonian (EE) Language (Local) | Eesti
No. Translated Term

1 | EUROOPA VASTAVUSDEKLARATSIOON

Selle deklaratsiooniga kinnitame allpool loetletud toote vastavust: maarusele 2017/745
2 | [sisestage muu Euroopa digusakt, kui on kohaldatav] ning see véljastatakse [seadusliku
tootja nimi] ainuvastutusel

3 | Tootja nimi

4 | Registreeritud aadress

5 | Unikaalne registreerimisnumber (SRN)

6 | Volitatud esindaja Euroopas

7 | Registreeritud aadress

8 | Toote nimetus: (tootekoode/katalooginumbreid vt lisatud tabelist)
9 | Ettendhtud kasutusotstarve: Teisi keeli vt tabelist

10 | Vastavushindamise protseduur (lisa)

11 | Teavitatud asutuse nimetus

12 | Teavitatud asutuse number

13 | Kinnitussertifikaat/-sertifikaadid

14 | Allkirjastanud [seadusliku tootja nimi]

15 | Allkiri

16 | Nimi

17 | Ametikoht

18 | Kuupaev

19 | Asukoht

20 | Vastavusdeklaratsiooni viide

21 | Toote tabel

22 | Tootekood/katalooginumber

23 | Toote kirjeldus voi toote variant

24 | Riski klassifikatsioon

25 | Pohiline UDI-DI

26 | Standardid / Uhtsed tehnilised tingimused

27 | Ettenahtud kasutusotstarve Tolked Euroopa keeltesse

28 | Keel
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
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Appendix 7
Language (EN) | Finnish (FI) Language (Local) | Suomi
No. Translated Term
1 | EUROOPPALAINEN VAATIMUSTENMUKAISUUSVAKUUTUS
Vakuutuksella vahvistetaan, ettd jaljempana mainittu tuote tayttda: Asetuksen 2017/745,
2 [t'ahéilj tulee Ii_sété muu.asiaan liittyva eurooppalainen lainsaadanto s!k'aili kuin sit?:i _on]
mukaiset vaatimukset, ja annetusta vakuutuksesta vastuussa on yksinomaan [laillisen
valmistajan nimi]
3 | Valmistajan nimi
4 | Toimipaikan osoite
5 | Rekisterinumero (SRN)
6 | Eurooppalainen valtuutettu edustaja
7 | Toimipaikan osoite
8 | Tuotteen nimi: (ks. liitteesta tuotekoodit/luettelonumerot)
9 | Kayttotarkoitus: Taulukossa esitetdédn muut kieliversiot
10 | Vaatimustenmukaisuuden arviointimenettely (Liite)
11 | Ilmoitetun laitoksen nimi
12 | Ilmoitetun laitoksen numero
13 | Tarkastustodistus (-todistukset)
14 | Allekirjoitettu puolesta [laillisen valmistajan nimi]
15 | Allekirjoitus
16 | Nimi
17 | Asema
18 | Paivays
19 | Paikka
20 | Vaatimustenmukaisuusvakuutuksen viite
21 | Tuoteluettelo
22 | Tuotekoodi / Luettelonumero
23 | Tuotekuvaus tai tuotevariantti
24 | Riskiluokitus
25 | Perus-UDI-DI-tunniste
26 | Standardit / Yhteinen eritelma (tai monikossa)
27 | Kayttotarkoitus Kdanndkset Euroopan kielilla
28 | Kieli
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
101 Hessle Road F +44 (0) 1482 328326
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Appendix 8

Language (EN) | French (FR) Language (Local) | Francais
No. Translated Term

1 | DECLARATION DE CONFORMITE EU

La déclaration confirme que le produit repris ci-dessous est conforme au : Réglement
2 | (UE) 2017/745 [insérer au besoin toute autre |égislation européenne pertinente] et est
publiée sous la seule responsabilité de Nom du fabricant |égal

3 | Nom du fabricant

4 | Adresse professionnelle

5 | Numéro d'enregistrement unique

6 | Mandataire établi dans I'UE

7 | Adresse professionnelle

8 | Nom du produit : (voir I'annexe jointe pour les codes de produit/références catalogue)
9 | Usage prévu : Voir le tableau pour les autres langues

10 | Procédure d’évaluation de la conformité (Annexe)

11 | Nom de l'organisme notifié

12 | N° de l'organisme notifié

13 | Certificat(s) de vérification

14 | Signé au nom de Nom du fabricant |égal

15 | Signature

16 | Nom

17 | Fonction du signataire

18 | Date

19 | Adresse

20 | Référence de la déclaration de conformité

21 | Information produit

22 | Code du produit / Référence catalogue du produit

23 | Description du produit ou variante du produit

24 | Classe de risque

25 | Identifiant « dispositif » IUD (IUD-ID)

26 | Normes / Spécification(s) commune(s)

27 | Usage prévu : traduction dans les langues européennes

28 | Langue
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Smith & Nephew Medical Limited T+ 44 (0) 1482 225181
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Appendix 9
Language (EN) | German (DE) Language (Local) | Deutsch
No. Translated Term
1 | EUROPAISCHE KONFORMITATSERKLARUNG
Mit dieser Erklarung wird bestatigt, dass das unten aufgefiihrte Produkt den folgenden
2 Anforq_grungen entspricht: _Verorc!nu_pgen 20_17/74.5,. [ggf. andere einsch_!égi_ge
europdische Rechtsvorschriften einfligen]. Die alleinige Verantwortung fir die Ausstellung
dieser Konformitatserklarung tragt [Name des Herstellers]
3 | Name des Herstellers
4 | Geschaftsadresse
5 | Einmalige Registrierungsnummer (SRN)
6 | Europaischer Bevollmachtigter
7 | Geschaftsadresse
8 | Produktname: (Produktcodes/Katalognummern siehe beigefligtes Verzeichnis)
9 | Verwendungszweck: Andere Sprachen siehe Tabelle
10 | Konformitatsbewertungsverfahren (Anhang)
11 | Name der benannten Stelle
12 | Nummer der benannten Stelle
13 | Prifzertifikat(e)
14 | Unterzeichnet im Auftrag von Name des Herstellers
15 | Unterschrift
16 | Name
17 | Position
18 | Datum
19 | Standort
20 | Konformitatserkldrung - Referenz
21 | Produktverzeichnis
22 | Produktcode/Katalognummer
23 | Produktbeschreibung oder Produktvariante
24 | Risikoklassifizierung
25 | Basis-UDI-DI
26 | Normen/Gemeinsame Spezifikation(en)
27 | Verwendungszweck: Ubersetzung in europédische Sprachen
28 | Sprache
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Appendix 10

Language (EN) | Greek (GR) Language (Local) | EAAnvika
No. Translated Term
1 EYPQMAIKH AHAQZH SYMMOP®QZH>
H dnAwon eniBeBaiwvel 0TI To NPoidv Nou avapEPETAl NAPAKATW MANPOI: TOUC
> Kavowo'poin; 2017/745,' [oupn)\n'pd)o-rs GAAn OXETI'KI"] squna'l'Kh vopoesqia qu)\oya uE
TNV nepinTwon] kail ekdideTal uno TNV anokAEIOTIKN euBuvn Tou [ENwVUMia VOUIUOU
KaTaokeuaoTn]
3 | Enwvupia kaTaokeuaaoTn
4 | AileuBuvon enixeipnong
5 | Evigiog apiBuog kataxwpiong (SRN)
6 | EEoudiodoTnuEVOG avTinpoownog atnyv Eupwnn
7 | AievBuvon enixeipnong
8 Ovopa'oia npoiovTog: (BA. cuvnUUEVo NApApTNHa KW3IKWV NPoiovTwv/apiduwy
KaTtaAoyou)
9 | NpoBAenopevn xpron: BA. nivaka yia AAAEG YAWOOEG
10 | Aiadikagcia eKTiNNONG TG CUMNOPPWONG (napdapTnua)
11 | Enwvupia kolvonoinuévou opyaviopou
12 | ApiBuoc KolvonoInUEVOU opyaviouou
13 | MioTonoinTikd(a) enaAnbsuong
14 | Ynoypa@n €€ ovouaToG Tou [eNwvupia VOUIMOU KATAaoKeuaoTn]
15 | Ynoypaon
16 | OvopaTtenwvupo
17 | TiThog
18 | Huepounvia
19 | TonoBeoia
20 | Avagpopd dNAwoNG CUPHOPPWAONG
21 | MapdapTnua npoiovtTwy
22 | KwdIkog npoidovToc/ApIBUOG KaTaldyou
23 | Neprypa@n npoidvTtog r) napaAAayn npoiovTog
24 | Ta&ivounon kivdouvou
25 | Baoikd UDI-DI
26 | MpoTuna/Koivrh(€g) npodiaypa®n(&g)
27 | NpoBAenopevn XprAon: HETAPPACEIC O EUPWNATKEC YAWOOEC
28 | MAwaaa
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Appendix 11

Language (EN) | Hungarian (HU) Language (Local) | Magyar
No. Translated Term

1 | EUROPAI MEGFELELOSEGI NYILATKOZAT

A nyilatkozat megerd0siti, hogy az alabb felsorolt termék megfelel a kovetkezdknek: A
2 | 2017/745 rendeletek, [értelemszer(ien illessze be ide az egyéb fontos eurdpai
jogszabalyokat], és kiadasa a [gyartd hivatalos neve] kizarolagos felel6sségére torténik

3 | A gyartod neve

4 | Székhelye

5 | Egyedi nyilvantartasi szam (SRN)

6 | Meghatalmazott eurdpai képviseld

7 | Székhelye

8 | Atermék neve: (lasd a mellékelt listat a termékkddokat/katalégusszamokat illetéen)
9 | Rendeltetésszerl hasznalat: Az egyéb nyelveket lasd a tablazatban

10 | MegfelelGségértékelési eljaras (melléklet)

11 | Kijeldlt szervezet neve

12 | Kijel6lt szervezet szama

13 | Hitelesitési tanusitvany(ok)

14 | Aldirva a [gyartd hivatalos neve] nevében

15 | Aldiras

16 | Név

17 | Beosztas

18 | Datum

19 | Hely

20 | A megdfelel6ségi nyilatkozat hivatkozasa

21 | Terméklista

22 | Termékkdd/kataldogusszam

23 | A termék leirdsa vagy termékvaltozat

24 | Kockazatbesorolas

25 | Alap UDI-DI

26 | Szabvanyok / altalanos specifikacio(k)

27 | A rendeltetésszer( hasznalat eurdpai nyelvre tortént forditasa

28 | Nyelv
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Appendix 12

Language (EN) | Italian (IT) Language (Local) | Italiano
No. Translated Term
1 | DICHIARAZIONE DI CONFORMITA EUROPEA
La dichiarazione conferma che il prodotto menzionato di seguito & conforme a:
2 | Regolamento 2017/745, [inserire altre normative europee pertinenti per quanto
applicabile], ed € rilasciata sotto |I'esclusiva responsabilita del fabbricante legale
3 | Nome del fabbricante
4 | Indirizzo aziendale
5 | Numero di registrazione unico (Single Registration Number, SRN)
6 | Rappresentante europeo autorizzato
7 | Indirizzo aziendale
8 Nome del prodotto: (vedere il prospetto allegato per i codici di prodotto/numeri di
catalogo)
9 | Uso previsto: vedere la tabella per le altre lingue
10 | Procedura di valutazione di conformita (Allegato)
11 | Nome dell’organismo notificato
12 | Numero dell’organismo notificato
13 | Certificazione/i di verifica
14 | Firmato in nome e per conto di (nome del fabbricante legale)
15 | Firma
16 | Nome
17 | Posizione professionale
18 | Data
19 | Sede
20 | Riferimento per la Dichiarazione di conformita
21 | Prospetto prodotti
22 | Codice prodotto/Numero di catalogo
23 | Descrizione del prodotto o variante di prodotto
24 | Classificazione del rischio
25 | Codice UDI-DI
26 | Norme/Specifiche comuni
27 | Uso previsto: traduzioni nelle lingue europee
28 | Lingua
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Appendix 13

Language (EN) | Latvian (LV) Language (Local) | LatvieSu

No. Translated Term

1 | EIROPAS ATBILSTIBAS DEKLARACIJA

Deklaracija apliecina, ka talak noraditais produkts atbilst: Regulam 2017/745, [ievietojiet
2 | citus atbilstoSus Eiropas tiesibu aktus, ka nepiecieSams], un ta ir izsniegta tikai uz
[raZzotaja juridiskais nosaukums] atbildibu

Razotaja nosaukums

Uznémuma adrese

Vienotais regdistracijas numurs (VRN)

Uznémuma adrese
Produkta nosaukums: (produkta kodus/kataloga numurus skatit pievienotaja pielikuma)
Paredzéta lietosana: informaciju par citam valodam skatit tabula

3
4
5
6 | Pilnvarotais parstavis Eiropa
7
8
9

10 | Atbilstibas novértéSanas procedira (Pielikums)
11 | Pazinotas struktiuras nosaukums

12 | Pazinotas struktiras numurs

13 | Parbaudes sertifikats(-i)

14 | Parakstits [razotaja juridiskais nosaukums] varda
15 | Paraksts

16 | Vards, uzvards

17 | Amats
18 | Datums
19 | Vieta

20 | Atbilstibas deklaracijas atsauce

21 | Produkta pielikums

22 | Produkta kods/kataloga numurs

23 | Produkta apraksts vai produkta variants

24 | Riska klasifikacija

25 | Pamata UDI-DI

26 | Standarti/vispariga(-s) specifikacija(-s)

27 | Paredzéeta lietoSana: tulkojumi Eiropas valodas
28 | Valoda
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Appendix 14

Language (EN) | Lithuanian (LT) Language (Local) | Lietuviy
No. Translated Term

1 | Europos Atitikties Deklaracija

Delaracija patvirtina kad toliau iSvardyti produktai atitinka: Reglamentg 2017/745,
2 | [jterpti kitus taikytinus Europos teisés aktus] ir uz jo iSdavima yra visiskai atsakingas
[legalus gamintojo vardas].

3 | Gamintojo pavadinimas

4 | Verslo adresas

5 | Bendras Registracijos Numeris (BRN)

6 | Europos jgaliotasis atstovas

7 | Verslo adresas

8 | Produkto vardas: (produkty kodus / katalogo numerius zilrékite priede)
9 | Paskirtis: kitomis kalbomis ziGirékite lentele

10 | Atitikties deklaracija (priedas)

11 | Notifikuotosios jstaigos pavadinimas

12 | Notifikuotosios jstaigos numeris

13 | Patvirtinimo sertifikatas (-ai)

14 | Pasirasyta (legalaus gamintojo vardas) vardu

15 | Parasas

16 | Vardas

17 | Pareigos

18 | Data

19 | Vieta

20 | Atitikties Deklaracijos Nuoroda

21 | Produkty sarasas

22 | Produkto Kodas/ Katalogo numeris

23 | Produkto Apibldinimas arba Produkto Variantas

24 | Rizikos Klasifikacija

25 | Pagrindinis UDI

26 | Standartai / Bendroji specifikacija (-o0s)

27 | Numatomi vartoti Europos Saliy kalby vertimai

28 | Kalba
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Appendix 15

Language (EN) | Maltese (MT) Language (Local) | Malti
No. Translated Term
1 | DIKJARAZZIONI EWROPEA TA’ KONFORMITA
Id-dikjarazzjoni tikkonferma li I-prodott imnizzel hawn taht jissodisfa: Ir-Regolamenti
2 | 2017/745, [dahhal legizlazzjoni Ewropea rilevanti ohra kif applikabbli] u tinhareg taht ir-
responsabbilta unika tal-Isem Guridiku tal-Manifattura
3 | Isem tal-Manifattur
4 | Indirizz tan-Negozju
5 | Numru ta’ Registrazzjoni Uniku (SRN)
6 | Rapprezentant Ewropew Awtorizzat
7 | Indirizz tan-Negozju
8 | Isem tal-Prodott: (ara I-iskeda mehmuza ghall-kodicijiet tal-prodott/numri tal-katalgu)
9 | Uzu Mahsub: Ara t-tabella ghal-lingwi [-ohrajn
10 | Procedura tal-Evalwazzjoni tal-Konformita (Anness)
11 | Isem tal-Korp Notifikat
12 | Numru tal-Korp Notifikat
13 | Certifikat(i) ta’ Verifika
14 | Iffirmat fIsem |-Isem Guridiku tal-Manifattura
15 | Firma
16 | Isem
17 | Pozizzjoni
18 | Data
19 | Post
20 | Referenza tad-Dikjarazzjoni ta’ Konformita
21 | Skeda tal-Prodott
22 | Kodici tal-Prodott / Numru tal-Katalgu
23 | Deskrizzjoni tal-Prodott jew Varjant tal-Prodott
24 | Klassifikazzjoni tar-Riskju
25 | UDI-DI Baziku
26 | Standards / Specifikazzjoni(jiet) Komuni
27 | Uzu Mahsub Traduzzjonijiet tal-Lingwi Ewropej
28 | Lingwa
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Appendix 16

Language (EN) | Polish (PL) Language (Local) | Polski
No. Translated Term

1 | EUROPEJSKA DEKLARACIA ZGODNOSCI

Deklaracja potwierdza, ze wymieniony ponizej produkt spetnia wymagania:
2 | Rozporzadzenia 2017/745 [w razie potrzeby wstawi¢ inne stosowne przepisy europejskie]
i jest wydawana na wytaczng odpowiedzialnos¢ Nazwa producenta

3 | Nazwa producenta

4 | Adres firmy

5 | Niepowtarzalny numer rejestracyjny (SRN)

6 | Upowazniony przedstawiciel w Unii Europejskiej

7 | Adres firmy

8 | Nazwa produktu: (kody produktéw / numery katalogowe zawiera zatgczony wykaz)
9 | Przewidziane uzywanie : Tekst w innych jezykach znajduje sie w tabeli

10 | Procedura oceny zgodnosci (zatacznik)

11 | Nazwa jednostki notyfikowanej

12 | Numer jednostki notyfikowanej

13 | Certyfikaty weryfikacji

14 | Podpisano w imieniu Nazwa producenta

15 | Podpis

16 | Imie i nazwisko

17 | Stanowisko

18 | Data

19 | Miejsce

20 | Numer referencyjny deklaracji zgodnosci

21 | Wykaz produktow

22 | Kod produktu / numer katalogowy

23 | Opis produktu lub wariant produktu

24 | Klasyfikacja ryzyka

25 | Kod Basic UDI-DI

26 | Normy / wspdlne specyfikacje

27 | Ttumaczenia tekstu dotyczacego przeznaczenia produktu na jezyki europejskie
28 | Jezyk
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Appendix 17

Language (EN) | Portuguese (PT) Language (Local) | Portugués
No. Translated Term

1 | DECLARAGCAO DE CONFORMIDADE EUROPEIA

A declaragao confirma que os produtos listados abaixo cumprem: Regulamentagao
2 | 2017/745, [inserir outra legislacdo europeia relevante, conforme aplicavel] e é emitida
sob a responsabilidade Unica do [Nome legal do fabricante]

3 | Nome do fabricante

4 | Endereco da empresa

5 | Numero Unico de registo (NUR)

6 | Representante Europeu Autorizado

7 | Endereco da empresa

8 | Nome do produto: (consulte o anexo quanto a cédigos de produtos/nimeros de catalogo)
9 | Finalidade: Consulte a tabela para outros idiomas

10 | Procedimento de avaliagao de conformidade (Anexo)

11 | Nome do organismo notificado

12 | Numero do organismo notificado

13 | Certificado(s) de verificacdo

14 | Assinado em nome de [Nome legal do fabricante]

15 | Assinatura

16 | Nome

17 | Cargo

18 | Data

19 | Localizagao

20 | Referéncia de Declaragdo de conformidade

21 | Anexo do produto

22 | Cédigo de produto / Niumero de catalogo

23 | Descricao do produto ou variante do produto

24 | Classificagao de risco

25 | UDI-DI basico

26 | Normas / Especificacao(des) comum(ns)

27 | Traducdes da Finalidade para idiomas europeus

28 | Idioma
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Appendix 18

Language (EN) | Romanian (RO) Language (Local) | Romana

No. Translated Term

1 | DECLARATIE DE CONFORMITATE EUROPEANA

Declaratia confirma faptul ca produsul specificat mai jos respecta: Regulamentul

propria raspundere a Denumirea juridica a producatorului

2 | 2017/745, [introduceti ale acte legislative europene relevante, dupa caz] si este emis pe

Denumirea producatorului

Sediul social

Numar unic de inregistrare (CUI)

Sediul social

catalog)

Denumirea produsului: (consultati anexa atasata pentru codurile de produs/numerele de

3
4
5
6 | Reprezentant european autorizat
7
8
9

Utilizare preconizata: consultati tabelul pentru alte limbi

10 | Procedura de evaluare a conformitatii (Anexa)

11 | Denumirea organismului notificat

12 | Numarul organismului notificat

13 | Certificat(e) de verificare

14 | Semnat in numele Denumirea juridica a producatorului

15 | Semnatura

16 | Nume
17 | Functie
18 | Data
19 | Locatie

20 | Referinta pentru declaratia de conformitate

21 | Anexa produsului

22 | Cod produs / Numar de catalog

23 | Descrierea produsului sau varianta produsului

24 | Clasificarea riscurilor

25 | UDI-DI (identificator unic de dispozitiv) de baza

26 | Standarde / Specificatie(i) comuna(e)

27 | Utilizare preconizata: traduceri in limbile europene

28 | Limba
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Appendix 19

Language (EN) | Slovak (SK) Language (Local) | Slovencina
No. Translated Term

1 | VYHLASENIE O ZHODE EU

Vyhlasenie potvrdzuje, Ze nizSie uvedeny produkt spifia: nariadenia 2017/745, [vloZit
2 | dalSie prislusné pravne predpisy EU] a vydava sa s vyhradnou zodpovednostou vyrobcu s
registrovanym nazvom

3 | Nazov vyrobcu

4 | Sidlo spoloc¢nosti

5 | Jediné registracné Cislo (SRN)

6 | Opravneny zastupca pre EU

7 | Sidlo spolo¢nosti

8 | Nazov produktu: (pozri prilozeny dodatok s kédmi vyrobkov/kataldgovymi Cislami)
9 | Pldnované pouzitie: Dalie jazyky najdete v tabulke

10 | Postup posudzovania zhody (priloha)

11 | Nazov notifikovaného organu

12 | Cislo notifikovaného organu

13 | Overovacie certifikaty

14 | Podpisany v mene vyrobcu s registrovanym nazvom

15 | Podpis

16 | Meno

17 | Pozicia

18 | Datum

19 | Miesto

20 | Odkaz na vyhldsenie o zhode

21 | Tabulka vyrobkov

22 | Kéd vyrobku / katalégové dislo

23 | Popis produktu alebo variant produktu

24 | Klasifikacia rizika

25 | Zakladny identifikator UDI-DI

26 | Normy / spolocné Specifikacie

27 | Planované pouzitie prekladov z jazykov EU

28 | Jazyk
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Appendix 20

Language (EN) | Slovenian (SI) Language (Local) | Slovenscina
No. Translated Term

1 EVROPSKA IZJAVA O SKLADNOSTI

Izjava potrjuje, da spodaj navedeni izdelek ustreza: Uredbi 2017/745 [vstavite drugo
2 | zadevno evropsko zakonodajo, kakor je primerno], in je izdana na lastno odgovornost
[Ime zakonitega proizvajalca]

3 | Ime proizvajalca

4 | Poslovni naslov

5 | Enotna registrska Stevilka (SRN)

6 | Pooblasceni zastopnik za Evropo

7 | Poslovni naslov

8 | Ime izdelka: (glejte prilozen dodatek s kodami/kataloskimi Stevilkami izdelkov)
9 | Predvidena uporaba: Za druge jezike glejte preglednico

10 | Postopek ugotavljanja skladnosti (Priloga)

11 | Ime priglaSsenega organa

12 | Stevilka priglasenega organa

13 | Potrdilo(-a) o verifikaciji

14 | Podpisano v imenu Ime zakonitega proizvajalca

15 | Podpis

16 | Ime

17 | Delovho mesto

18 | Datum

19 | Kraj

20 | Referenca Izjave o skladnosti

21 | Dodatek z izdelki

22 | Koda/kataloska stevilka izdelka

23 | Opis izdelka ali razlicica izdelka

24 | Razvrscanje v razred tveganja

25 | Osnovni UDI-DI

26 | Standardi/splosne specifikacije

27 | Prevodi predvidene uporabe v evropske jezike

28 | Jezik
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