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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 Ltd.?

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

United Kingdom

Single Registration Number | . . . .

(SRN) 5
S Au_thgrlsed Smith & Nephew Operations B.V.
Representative
Bloemlaan 2,
Business Address’ 2132 NP Hoofddorp,

Netherlands

Product Name:
(see attached schedule for product MELOLIN/CUTILIN/MELOLITE
codes/catalogue numbers)8

Intended Use?® MELOLIN Dressing Pads are designed for use on cuts, grazes,
See table for other languages minor burns and stitches.
Conformity Assessment
10 Annex XI
Procedure (Annex)
Notified Body Name!! BSI Group The Netherlands B.V
Notified Body Number!? 2797

Verification Certificate(s)!® | MDR 737173

Signed on behalf of Smith & Nephew Medical Ltd.

DocuSigned by:

Signature?!s Sam Cruunbalye

U Signer Name: Sam Greenhalgh
1 Signing Reason: | approve this document

" Signing Time: 17-Mar-2022 | 08:35:14 PDT

Name am Greénhalgh
1C73ED93193D48889F66F071859C80BC

Position'? Senior Regulatory Affairs Manager

Datel® 17-Mar-2022 | 08:35:34 PDT

Location?® Hull, UK

Declaration of

Conformity Reference?? | "O¢WMTF001/V1
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Smith & Nephew Medical Ltd.
101 Hessle Road
Hull, HU3 2BN
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F + 44 (0) 1482 328326
www.smith-nephew.com

England

";'\' smith&nephew

Product Schedule?!

Product
Code / Product Description or Risk . o
. 23 e i o Basic UDI
Catalogue Product Variant Classification
Number??

4811 MELOLITE 5x7.5cm Carton of Class IS 5000223SN000091RH
100

4812 MELOLITE 10x7.5cm Carton of Class IS 5000223SN000091RH
100

4814 MELOLITE 2x7.5cm Carton of Class IS 5000223SN000091RH
100

66964941 MELOLIN Sterile 10x10cm Carton | Class IS 5000223SN000091RH
of 100

66964940 MELOLIN Sterile 5x5cm Carton of | Class IS 5000223SN0O00091RH
100

66964939 MELOLIN Sterile 20x10cm Carton | Class IS 5000223SN000091RH
of 100

66974932 MELOLIN Sterile 5x5cm Carton of | Class IS 5000223SN000091RH
25

66974933 MELOLIN Sterile 10x10cm Carton | Class IS 5000223SN000091RH
of 10

66974939 MELOLIN Sterile 20x10cm Carton | Class IS 5000223SN000091RH
of 100

66974940 MELOLIN Sterile 5x5cm Carton of | Class IS 5000223SN0O00091RH
100

66974941 MELOLIN Sterile 10x10cm Carton | Class IS 5000223SN000091RH
of 100

36361357 MELOLIN Sterile 5x5cm Carton of | Class IS 5000223SN000091RH
5

36361358 MELOLIN Sterile 10x10cm Carton | Class IS 5000223SN000091RH
of 3

36101013 MELOLIN Sterile 5x5cm Carton of | Class IS 5000223SN0O00091RH
100

36101113 MELOLIN Sterile 10x10cm Carton | Class IS 5000223SN000091RH
of 100

36101213 MELOLIN Sterile 10x20cm Carton | Class IS 5000223SN000091RH
of 100

66801536 MELOLIN Sterile 10x10cm Carton | Class IS 5000223SN000091RH
of 3

66000381 MELOLIN Sterile (Consumer Class IS 5000223SN000091RH
Select) 5x5cm Case of 3000

66000382 MELOLIN Sterile (Consumer Class IS 5000223SN000091RH
Select) 10x10cm Case of 800

66000603 MELOLIN Sterile (Consumer Class IS 5000223SN000091RH
Select) 10x10cm Carton of 5

66000653 MELOLIN ADHESIVE (Consumer Class IS 5000223SN0O00091RH
Select) 6x8.3cm Carton of 6

66000654 MELOLIN ADHESIVE (Consumer Class IS 5000223SN0O00091RH
Select) 10x8cm Carton of 6

66030260 MELOLIN Sterile (Consumer Class IS 5000223SNO00091RH
Select) 5x5cm Carton of 25

66800707 MELOLIN Sterile (Consumer Class IS 5000223SNOO0091RH
Select) 10x20cm Carton of 5

66965755 MELOLIN Sterile (Consumer Class IS 5000223SNOO0091RH
Select) 5x5cm Carton of 100
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66965756 MELOLIN Sterile (Consumer Class IS 5000223SN000091RH
Select) 10x10cm Carton of 100
66030261 MELOLIN Sterile (Consumer Class IS 5000223SN0O00091RH
Select) 10x10cm Carton of 10
66965757 MELOLIN Sterile (Consumer Class IS 5000223SN0O00091RH
Select) 20x10cm Carton of 100
66000602 MELOLIN Sterile (Consumer Class IS 5000223SN0O00091RH
Select) 5x5cm Carton of 5
66240261 MELOLIN Sterile (Consumer Class IS 5000223SN000091RH
Select) 10x10cm Carton of 5
66240602 MELOLIN Sterile (Consumer Class IS 5000223SN0O00091RH
Select) 5x5cm Carton of 5
76240 CUTILIN Sterile 5x5cm Carton of | Class IS 5000223SN0O00091RH
100
76242 CUTILIN Sterile 10x10cm Carton | Class IS 5000223SN0O00091RH
of 100
76243 CUTILIN Sterile 10x20cm Carton | Class IS 5000223SN0O00091RH
of 100
36361374 CUTILIN Sterile 5x5cm Carton of | Class IS 5000223SN0O00091RH
5
36361375 CUTILIN Sterile 10x10cm Carton | Class IS 5000223SN0O00091RH
of 5

Standards / Common Specification(s)?2¢:

Standard/Common .
Specification Number2” | 11t/
pecitication Numbe

EN ISO 780: 2015 Packaging - Distribution Packaging- Graphical Symbols for
Handling and Storage of Packages

EN ISO 13485: 2016 Medical Devices - Quality Management Systems- Requirements for
Regulatory Purposes

EN ISO 15223-1: 2016 Medical Devices - Symbols to be used with Medical Devices Labels,
Labelling and Information to be Supplied - Part 1: General
Requirements

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical
Devices

EN ISO 10993-1:2018 Biological Evaluation of Medical Devices - Part 1: Evaluation and
Testing within a Risk Management Process

EN 1041: 2008+A1:2013 Information Supplied by the Manufacturer

EN 13726-2:2002 Test methods for primary wound dressings — part 2 — Moisture
Vapour Transmission

EN 62366-1: 2015 Medical devices. Application of usability engineering to medical
devices

EN ISO 10993-3:2014 Biological evaluation of medical devices — Part 3: Tests for
genotoxicity, carcinogenicity and reproductive toxicity

EN ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro
cytotoxicity

EN ISO 10993-10 Biological evaluation of medical devices — Part 10: Tests for skin
sensitisation

EN ISO 10993-17 Biological evaluation of medical devices — Part 17: Toxicological
risk assessment of medical device constituents

EN ISO 10993-7:2008 Biological evaluation of medical devices. Ethylene oxide sterilization
residuals

EN ISO 10993-18:2009 Biological evaluation of medical devices. Chemical characterization
of materials

EN ISO 11135:2014 Sterilisation of health-care products — Ethylene oxide —
Requirements for the development, validation and routine control
of a sterilization process for medical devices
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EN ISO 17665-1:2006 Sterilisation of health care products — Moist heat— Part 1:

Requirements for the development, validation and routine control
of a sterilization process for medical devices

ISO 11607-1:2019 Packaging for terminally sterilized medical devices — Part 1:
Requirements for materials, sterile barrier systems and packaging
systems

ISO 11607-2:2019 Packaging for terminally sterilized medical devices — Part 2:
Validation requirements for forming, sealing and assembly
processes

EN 556-1:2001/AC:2006 Sterilisation of medical devices. Requirements for medical devices

to be designated "STERILE". Requirements for terminally sterilized
medical devices

EN ISO 14644-1:2015 Cleanrooms and associated controlled environments — Part 1:
Classification of air cleanliness by particle concentration
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Intended Use European Language Translations?s;

Language?® Code ‘ Intended Use
. MELOLIN kompresser er designet til snitsar, hudafskrabninger, mindre
Danish DK . . )
forbraendinger samt cicatricer.
Dutch NL MELOLIN Dressing Pads zijn geschikt voor gebruik bij snijjwonden,
schaafwonden, lichte brandwonden en hechtingen.
L MELOLIN-haavatyynyt on suunniteltu kaytettavaksi naarmujen,
Finnish FI . LT . ’ ,
viiltohaavojen ja pienempien palovammojen hoidossa.
Les compresses absorbantes MELOLIN sont congues pour couvrir les
French FR - : . -
coupures, les égratignures, les bralures mineures et les sutures.
MELOLIN-Wundauflagen sind fur Schnitt- und Schirfwunden, leichte
German DE - .
Verbrennungen und gendhte Wunden bestimmt.
Norwedian NO MELOLIN bandasjeputer er designet for bruk pa kutt, skrubbsar, mindre
9 brannsar og sting.
Swedish SE MELOLIN kompress anvands vid skarsar, skrubbsar, mindre brannsar och
suturerade sar.
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Language?® Code‘ No.

Bulgarian:

BG

1

N

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

<
www.smith-nephew.com I‘ Smlth&nephew

Translated Terms

EBPOMENCKA OEK/TAPALIMA 3A CbOTBETCTBUE

Jeknapauusta NnoTBbpXAaBa, Ye NMoCoYeHUST N0-40/Y NPOAYKT CbOTBETCTBa Ha: PernameHTt 2017/745, [BbBenete
APYro YMeCTHO eBpOMNeNCcKO 3aKOHOAATEeNCTBO, Cropes NpuioXmMMoTo] 1 ce ngasa eqMHCTBEHO Ha OTFOBOPHOCT Ha MMe
Ha 3aKOHHWS NPOU3BOAUTEN

MUMe Ha npounsBoauTen

busHec aagpec

EanHen perncrpaumoHeH Homep (EPH)

YnbaHOMOLLEeH npeactasuTen 3a EBpona

busHec aapec

NMe Ha npoayKT: (BUXXTE NPUIOXEHUS ONUC 3@ NPOAYKTOBM KOAOBE/KATaNOXHM HOMepa)
MpeaHasHadeHne: BumxTe Tabnnuarta 3a apyrm esmum

Mpouenypa 3a oueHsiBaHe Ha cboTBeTCcTBMETO (MpUunoxeHume)

MMe Ha HoTUdULMpaH opraH

Homep Ha HOTUdUUKMpaAH opraH

CeptndukaTt(un) 3a nposepka

MoanucaH OT UMETO Ha UMe Ha 3aKOHHWSA MPOon3BOAUTEN

Moanwuc

NUme

OnbXxXHoCT

JaTa

MecTononoxeHune

Cnpaska 3a geknapauus 3a CbOTBETCTBUE

MpoaykToB onuc

MpoaykToB koA / KaTtanoxeH HoMep

OnucaHue Ha nNpoAykTa uan BapuaHT Ha npoAyKTa

Knacudwukauus B 3aBUCUMOCT OT pUCKa

OcCHOBEH yHMKaneH naeHTuuKaTop Ha U3genuaTa - naeHTudmkaTop Ha nsgenusaTta
Crangaptu / Obwa(n) cneundukaumnsa(n)

CraHpapt/HomMep Ha obuwa cneundukaumns
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28 | MpegHasHaueHue: NpeBoan Ha eBPOMENCKM e3mum
29 |E3vn<
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Language?®

Croatian:

Code

HR

No.

— =
PBooNounhw N~

NNNNNNNRRRRRR R
O DA WNROWOWOONOODUDNWN

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

<
www.smith-nephew.com /‘ Smlth&nephew

Translated Terms

EUROPSKA IZJAVA O SUKLADNOSTI

Izjavom se potvrduje da je niZze navedeni proizvod u skladu s: Uredbama 2017/745, [unesite ostale mjerodavne
Europske zakone, kako je primjenjivo]. Odgovornost za njeno izdavanje snosi iskljucivo [naziv proizvodaca]

Naziv proizvodaca

Adresa poslovanja

Jedinstveni registracijski broj (SRN)

Ovlasteni zastupnik za Europu

Adresa poslovanja

Naziv proizvoda: (Sifre proizvoda/kataloske brojeve potrazite u prilozenom dodatku)
Namjena: Proucite tablicu za ostale jezike

Postupak ocjenjivanja sukladnosti (Prilog)

Naziv prijavljenog tijela

Broj prijavljenog tijela

Potvrda (potvrde) o provjeri

Potpisao/-la u ime [naziv proizvodaca]

Potpis

Ime i prezime

Funkcija

Datum

Mjesto

Oznaka izjave o sukladnosti

Dodatak za proizvod

Sifra proizvoda / katalogki broj

Opis proizvoda ili inacica proizvoda

Razvrstavanje rizika

Osnovna jedinstvena identifikacija proizvoda-identifikator proizvoda (UDI-DI)
Norme / Zajednicka specifikacija (zajednicke specifikacije)
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27 | Norma / Broj zajednicke specifikacije
28 | Namjena: prijevodi na europske jezike
29 | Jezik
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Language?® Code No. Translated Terms

EVROPSKE PROHLASENI O SHODE
Prohlaseni potvrzuje, Ze nize uvedeny vyrobek splfiuje nafizeni 2017/745 [pripadné doplrite dalsi pfislusné evropské
pravni predpisy], a je vydano na vyhradni zodpovédnost [oficialni nazev vyrobce]

Nazev vyrobce

Adresa mista podnikani

Jediné registracni Cislo

Opravnény zastupce pro Evropu

Adresa mista podnikani

Nazev vyrobku: (kod vyrobku / katalogové Cislo viz prilozeny soupis)

Urcené pouZziti: Viz tabulka pro dalsi jazyky

Postup posuzovani shody (pfiloha)

Nazev oznameného subjektu

==
CpVONOUDRAW N -

12 | Cislo ozndmeného subjektu
13 | Osvédceni o ovéreni
cz 14 | Podepsano jménem [oficidlni ndzev vyrobce]
15 | Podpis
16 | Jméno
17 | Pozice
18 | Datum
19 | Misto
20 | Prohlaseni o shodé - reference
21 | Soupis vyrobk{
22 | Koéd vyrobku / katalogové Cislo
23 | Popis vyrobku nebo varianta vyrobku
24 | Klasifikace rizik
25 | Zakladni UDI-DI
26 | Normy / spolecné specifikace
27 | Cislo normy / spole¢né specifikace
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28 | Zamyélené pouziti: pfeklad do evropskych jazykl
29 |Jazyk
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Language?® Code No. Translated Terms

1 | EUROPAISK OVERENSSTEMMELSESERKLARING
> Erklaeringen bekraefter, at produkterne angivet herunder overholder: Forordning 2017/745, [indsaet anden
galdende europeeisk 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 europaisk 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, hummer
13 | Verifikationscertifikat(er)
Danish: DK 14 | Underskrevet pd 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 | Grundleeggende UDI-DI
26 | Standarder/almindelig(e) specifikation(er)
27 | Standard/almindeligt specifikationsnummer
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28 | Tilsigtet brug: Oversaettelser pa europaeiske sprog
29 | Sprog
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Language?®

Dutch:

Code No.

NL

1

N

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

<
www.smith-nephew.com /‘ Smlth&nephew

Translated Terms

EUROPESE CONFORMITEITSVERKLARING

Deze verklaring bevestigt dat het hieronder vermelde product voldoet aan: Verordening 2017/745, [andere
relevante Europese wetgeving invoegen indien van toepassing] en wordt verstrekt onder de exclusieve
verantwoordelijkheid van [wettige naam van fabrikant]

Naam van fabrikant

Bedrijfsadres

SRN (single registration number: afzonderlijk registratienummer)
Geautoriseerde vertegenwoordiger voor Europa
Bedrijfsadres

Productnaam: (zie bijgevoegd aanhangsel voor productcodes/catalogusnummers)
Beoogd gebruik: Zie tabel voor andere talen
Procedure voor conformiteitsbeoordeling (bijlage)
Naam van aanmeldingsinstantie

Nummer van aanmeldingsinstantie
Verificatiecertificaat/-certificaten

Ondertekend namens [wettige naam van fabrikant]
Handtekening

Naam

Functie

Datum

Plaats

Referentie conformiteitsverklaring

Productschema

Productcode/catalogusnummer

Productbeschrijving of productvariant
Risicoclassificatie

Basis UDI-DI
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26 | Standaarden/Algemene specificatie(s)

Beoogd gebruik: vertalingen in Europese talen
Taal

27 | Standaard/Algemeen specificatienummer
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Language?® Code No. Translated Terms
1 EUROOPA VASTAVUSDEKLARATSIOON
2 Selle deklaratsiooniga kinnitame allpool loetletud toote vastavust: maarusele 2017/745 [sisestage muu Euroopa
oigusakt, kui on kohaldatav] ning see valjastatakse [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 | Ettenahtud kasutusotstarve: Teisi keeli vt tabelist
10 | Vastavushindamise protseduur (lisa)
11 | Teavitatud asutuse nimetus
12 | Teavitatud asutuse number
EE 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
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27 | Standardi / Uhtsete tehniliste tingimuste number
28 | Ettendhtud kasutusotstarve Tdlked Euroopa keeltesse
29 | Keel
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Language?®

Finnish:

Code No.

FI

1

N

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

<
www.smith-nephew.com /‘ Smlth&nephew

Translated Terms

EUROOPPALAINEN VAATIMUSTENMUKAISUUSVAKUUTUS

Vakuutuksella vahvistetaan, ettd jaljempana mainittu tuote tayttaa: Asetuksen 2017/745, [tahan tulee lisata muu
asiaan liittyva eurooppalainen lainsaadantd sikali kuin sitd on] mukaiset vaatimukset, ja annetusta vakuutuksesta
vastuussa on yksinomaan [laillisen valmistajan nimi]

Valmistajan nimi

Toimipaikan osoite

Rekisterinumero (SRN)

Eurooppalainen valtuutettu edustaja

Toimipaikan osoite

Tuotteen nimi: (ks. liitteesta tuotekoodit/luettelonumerot)
Kayttotarkoitus: Taulukossa esitetéadn muut kieliversiot
Vaatimustenmukaisuuden arviointimenettely (Liite)
IImoitetun laitoksen nimi

Ilmoitetun laitoksen numero

Tarkastustodistus (-todistukset)

Allekirjoitettu puolesta [laillisen valmistajan nimi]
Allekirjoitus

Nimi

Asema

Paivays

Paikka

Vaatimustenmukaisuusvakuutuksen viite
Tuoteluettelo

Tuotekoodi / Luettelonumero

Tuotekuvaus tai tuotevariantti

Riskiluokitus

Perus-UDI-DI-tunniste
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26 | Standardit / Yhteinen eritelma (tai monikossa)

Kayttoétarkoitus Kaannokset Euroopan kielilla
Kieli

27 | Standardin/yhteisen eritelman numero
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Smith & Nephew Medical Ltd. T + 44 (0) 1482 225181

101 Hessle Road F + 44 (0) 1482 328326 / o
Hull, HU3 2BN www.smith-nephew.com 7‘- smlth&nephew
England

Language?® Code No. Translated Terms

1 | DECLARATION DE CONFORMITE EUROPEENNE

N

légal

3 | Nom du fabricant

4 | Adresse professionnelle

5 | Numéro d'enregistrement unique
6 | Mandataire établi dans I'UE

7 | Adresse professionnelle

8

9

Usage prévu : Voir le tableau pour les autres langues
10 | Procédure d’évaluation de la conformité (Annexe)

11 | Nom de l'organisme notifié

French: FR 12 | N° de I'organisme notifié

13 | Certificat(s) de vérification

14 | Signé au nom de Nom du fabricant légal

15 | Signature

16 | Nom

17 | Poste
18 | Date

19 | Adresse

20 | Référence de la déclaration de conformité

21 | Annexe de 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)

La déclaration confirme que le produit repris ci-dessous est conforme au :
besoin toute autre |égislation européenne pertinente] et est publiée sous la seule responsabilité de Nom du fabricant

Reglement (UE) 2017/745 [insérer au

Nom du produit : (voir I'annexe jointe pour les codes de produit/références catalogue)
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26 | Normes / Spécification(s) commune(s)

| N° de la norme/spécification commune
28 | Usage prévu : traduction dans des langues européennes
|Langue
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Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®

German

Code No.

DE

1

N

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

<
www.smith-nephew.com /‘ Smlth&nephew

Translated Terms

EUROPAISCHE KONFORMITATSERKLARUNG

Mit dieser Erklarung wird bestatigt, dass das unten aufgefiihrte Produkt den folgenden Anforderungen entspricht:
Verordnungen 2017/745, [ggf. andere einschlagige europadische Rechtsvorschriften einfligen]. Die alleinige
Verantwortung fir die Ausstellung dieser Konformitatserklarung tragt [Name des Herstellers]

Name des Herstellers

Geschdftsadresse

Einmalige Registrierungsnummer (SRN)
Europaischer Bevollmachtigter

Geschaftsadresse

Produktname: (Produktcodes/Katalognummern siehe beigefligtes Verzeichnis)
Verwendungszweck: Andere Sprachen siehe Tabelle
Konformitatsbewertungsverfahren (Anhang)

Name der benannten Stelle

Nummer der benannten Stelle

Prifzertifikat(e)

Unterzeichnet im Auftrag von Name des Herstellers
Unterschrift

Name

Position

Datum

Standort

Konformitatserklarung — Referenz
Produktverzeichnis

Produktcode/Katalognummer

Produktbeschreibung oder Produktvariante
Risikoklassifizierung

Basis-UDI-DI
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101 Hessle Road F + 44 (0) 1482 328326 - .
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England
26 | Normen/Gemeinsame Spezifikation(en)

Verwendungszweck: Ubersetzung in européische Sprachen
Sprache

27 | Nummer der Norm/Gemeinsamen Spezifikation
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Smith & Nephew Medical Ltd. T + 44 (0) 1482 225181 ’
101 Hessle Road F + 44 (0) 1482 328326 als .
Hull, HU3 2BN www.smith-nephew.com /‘ Smlth&nephew
England
Language?® Code No. Translated Terms

1 EYPQMAIKH AHAQZH SYMMOP®QIHX

H dnAwon emiBeBaiwvel 0TI TO NPOIOV NOU AvAPEPETAl NAPAKATW NANPOi: TOUG Kavoviopoug 2017/745, [oupdnAnpwaoTe
AAAN OxeTIKN eupwnaikr vouoBeaia avaloya pe Tnv nepinTwon] kal ekdideTal uno TNV anokAEIOTIKA €uBUvn Tou
[eEnwvupia VOUIHOU KaTaoKeuaaoTn]

3 | Enwvupia kaTaokeuaoTn

4 | AieuBuvan enixeipnong

5 | Evigiog apiBuog kataxwpiong (SRN)

6 | EEouaiodoTnuEVog avTinpoownog atnyv Eupwnn
7

8

9

N

AlglBuvan enixeipnong

Ovopaagia npoiovTog: (BA. cuvnuueEvo NapdpTnua KwdIK®WY NpoiovTwv/apiBuwv KataAoyou)
MpoBAenopevn xpnon: BA. nivaka yia aAAec YAWOOEG
10 | Aiadikaoia eKTiNNONG TNG CUMKOpPwonNG (napdpTnua)
11 | Enwvupia kolvonoinuévou opyaviguou

12 | Ap1Budg Kolvonoinuevou opyaviopou

Greek: GR 13 | MoTonoinTiko(a) enaAfBeuaong

14 | Ynoypaon €€ ovopaTog Tou [enwvupia VOUIHOU KaTaoKeUuaaoTr ]
15 | Ynoypaopn

16 | OvouaTENWVUNO

17 | TiTAog

18 | Huepopnvia

19 | TonoBeoia

20 | Avagopd dNAWONG CUUHOPPWAONG

21 | NapapTnua npoiovTwv

22 | Kwdikog npoidovToc/ApIBUOG kaTaloyou

23 | Meprypa@n npoidvTog r napaiAayr npoiovTog

24 | Ta&vounon kivduvou

25 | Baoikd UDI-DI

26 | MpoTuna/Koivh(£g) npodiaypa®n(£g)

27 | ApIBuoOC NpoTUNouU/KoIVAC Npodiaypa®ng
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101 Hessle Road F + 44 (0) 1482 328326 -’, o
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28 | MpoBAENOUEVN XPNON: HETAPPACEIC OE EUPWNATKEC YAWOOEC
29 | rAeooa
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DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®®

Hungarian:

Code No.

HU

1

N

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

<
www.smith-nephew.com I\ Smlth&nephew

Translated Terms

EUROPAI MEGFELELOSEGI NYILATKOZAT

A nyilatkozat megerdésiti, hogy az alabb felsorolt termék megfelel a kovetkezéknek: A 2017/745 rendeletek,
[értelemszerlen illessze be ide az egyéb fontos eurdpai jogszabalyokat], és kiadasa a gyartd hivatalos neve
kizardlagos felelGsségére torténik

A gyarté neve

Székhelye

Egyedili nyilvantartasi szam (SRN)

Meghatalmazott eurdpai képvisel6

Székhelye

A termék neve: (lasd a mellékelt listat a termékkddokat/kataldgusszamokat illetéen)
Rendeltetésszerli hasznalat: Az egyéb nyelveket lasd a tablazatban
Medfeleléségértékelési eljaras (melléklet)

Az értesitett testilet neve

Az értesitett testiilet szama

Hitelesitési tanusitvany(ok)

Aldirva a gyarto hivatalos neve nevében

Alairas

Név

Beosztas

Datum

Hely

A megfelelGségi nyilatkozat hivatkozasa

Terméklista

Termékkdd/kataldgusszam

A termék leirdsa vagy termékvaltozat

Kockazatbesorolds

Alap UDI-DI

Szabvanyok/gyakori el6iras(ok)

A szabvany/gyakori elGiras szama
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28 | A rendeltetésszer(i hasznalat eurdpai nyelvre tortént forditasa
29 | Nyelv
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DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®®

Italian:

Code No.

IT

1

N

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

<
www.smith-nephew.com I\ Smlth&nephew

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 |'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

Norme/Specifiche comuni

Numero norma/specifica comune
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28 | Uso previsto: traduzioni nelle lingue europee
29 | Lingua
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DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®

Latvian:

Code No.

Lv

— =
mTBVONOU AW N R

N NDNNDNNNNNRERERFB BB B -9
O NOUTR, WNEFHEF O UOWOWNOOUPNMWN

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

<
www.smith-nephew.com /‘ Smlth&nephew

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 procediira (Pielikums)
Pazinotas struktlras nosaukums
Pazinotas strukturas 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
Standarti/vispariga(-s) specifikacija(-s)
Standarts/visparigas specifikacijas numurs
Paredzéta lietosana: tulkojumi Eiropas valodas
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| | 29 | Valoda
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DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®

Lithuanian:

Code No.

LT

— =
mTBVONOU AW N R

N NDNNDNNNNNRERERFB BB B -9
O NOUTR, WNEFHEF O UOWOWNOOUPNMWN

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

<
www.smith-nephew.com /‘ Smlth&nephew

Translated Terms

Europos Atitikties Deklaracija
Delaracija patvirtina kad toliau iSvardyti produktai atitinka: Reglamentg 2017/745, [jterpti 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 zilirékite 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 Apibldinimas arba Produkto Variantas
Rizikos Klasifikacija
Pagrindinis UDI
Standartai / Bendroji specifikacija (-0s)
Standartinis / Bendrasis specifikacijos numeris
Europos kalby vertimas pagal paskirtj
Page 32 of 47




DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd. T + 44 (0) 1482 225181
101 Hessle Road F + 44 (0) 1482 328326 .-', o
Hull, HU3 2BN www.smith-nephew.com /‘ Smlth&nephew
England
| | 29 | Kalba
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DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®

Polish:

Code

PO

No.

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

<
www.smith-nephew.com I\ Smlth&nephew

Translated Terms

EUROPEJSKA DEKLARACIA ZGODNOSCI

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

Nazwa producenta

Adres firmy

Niepowtarzalny numer rejestracyjny (SRN)
Upowazniony przedstawiciel w Unii Europejskiej
Adres firmy

Nazwa produktu: (kody produktéw / numery katalogowe zawiera zatgczony 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

Normy / wspodlne specyfikacje

Numer normy / wspalnej specyfikacji
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28 ‘ Ttumaczenia tekstu dotyczacego przeznaczenia produktu na jezyki europejskie
29 ‘Jezyk
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Smith & Nephew Medical Ltd. T + 44 (0) 1482 225181

101 Hessle Road F + 44 (0) 1482 328326 ’ o
Hull, HU3 2BN www.smith-nephew.com 7‘. Smlth&nephew
England

Language?® Code No. Translated Terms

DECLARACAO DE CONFORMIDADE EUROPEIA

A declaragao confirma que os produtos listados abaixo cumprem: Regulamentagcdo 2017/745, [inserir outra
2 legislagao 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 codigos de produtos/nimeros de catalogo)
9 Finalidade: Consulte a tabela para outros idiomas
10 | Procedimento de avaliagdo de conformidade (Anexo)
11 | Nome do organismo notificado

12 | Numero do organismo notificado

Portuguese: | PT 13 | Certificado(s) de verificagao

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

15 | Assinatura

16 | Nome
17 | Cargo
18 | Data

19 | Localizacao

20 | Referéncia de Declaragdo de conformidade
21 | Anexo do produto

22 | Codigo de produto / Numero 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 | Normas/Numero de especificacdo comum
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28 | Traducdes da Finalidade para idiomas europeus
29 | Idioma
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Smith & Nephew Medical Ltd. T + 44 (0) 1482 225181

101 Hessle Road F + 44 (0) 1482 328326 </- .

Hull, HU3 2BN www.smith-nephew.com /‘ smlth&nephew

England

Language?® Code No. Translated Terms
1 DECLARATIE DE CONFORMITATE EUROPEANA
2 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
3 Denumirea producatorului
4 Sediul social
5 | Numar unic de inregistrare (SRN)
6 Reprezentant european autorizat
7 Sediul social
8 Denumirea produsului: (consultati anexa atasata pentru codurile de produs/numerele de catalog)
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
Romanian: RO 14 | Semnat in numele Denumirea juridica a producatorului

15 | Semnatura
16 | Nume
17 | Functie
18 | Data
19 | Loc
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 de baza
26 | Standarde / Specificatie(i) comuna(e)
27 | Standard / Numar de specificatie comuna
28 | Utilizare preconizata: traduceri in limbile europene
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| 29 | Limb3
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Smith & Nephew Medical Ltd. T + 44 (0) 1482 225181

101 Hessle Road F + 44 (0) 1482 328326 -’, o

Hull, HU3 2BN www.smith-nephew.com I\ Smlth&nephew
England

Language?® Code No. Translated Terms

VYHLASENIE O ZHODE EU
Vyhlasenie potvrdzuje, Ze nizSie uvedeny produkt spifa: nariadenia 2017/745, [vlozit dalie prislusné pravne
predpisy EU] a vydava sa s vyhradnou zodpovednostou vyrobcu s registrovanym nazvom

Nazov vyrobcu

Sidlo spolo¢nosti

Jediné registracné Cislo (SRN)

Opravneny zastupca pre EU

Sidlo spolocCnosti

Nazov produktu: (pozri prilozeny dodatok s kédmi vyrobkov/katalégovymi cislami)

Planované pouzitie: DalSie jazyky najdete v tabulke

Postup posudzovania zhody (priloha)

Nazov notifikovaného organu

= =
LBV ONOUAW N

12 | Cislo notifikovaného organu
13 | Overovacie certifikaty
SK 14 | Podpisany v mene vyrobcu s registrovanym nazvom
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
26 | Normy / spolo¢né Specifikacie
27 | Cislo normy / spolo¢nej $pecifikacie
28 | Planované pouzitie prekladov z jazykov EU
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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
13 | Potrdilo(-a) o verifikaciji
SL 14 | Podpisano v imenu Ime zakonitega proizvajalca
15 | Podpis
16 | Ime
17 | Delovno mesto
18 | Datum
19 | Mesto
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 | Standardna/splosna Stevilka specifikacije
28 | Prevodi predvidene uporabe v evropske jezike
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Language?®®

Spanish:

Code No.

ES

1

N

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

<
www.smith-nephew.com I\ Smlth&nephew

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 codigos/nimeros de catalogo 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 declaracién de conformidad

Apéndice del producto

Cddigo/numero de catalogo del producto

Descripcion o variante del producto

Clasificacion del riesgo

UDI-DI basica

Normas/especificaciones comunes

NUmero de norma/especificacién comun
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28 | Uso previsto: traducciones a idiomas europeos
29 | Idioma

Page 45 of 47



DocuSign Envelope ID: 683698B7-111C-422F-A94A-A285D7D69061

Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

Language?®

Swedish:

Code No.

SE

= =
LBV ONOU AW N
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T + 44 (0) 1482 225181
F + 44 (0) 1482 328326

<
www.smith-nephew.com /‘ Smlth&nephew

Translated Terms

EUROPEISK FORSAKRAN OM OVERENSSTAMMELSE

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

Tillverkarens namn

Féretagsadress

Eudamed-registreringsnummer (SRN)

Auktoriserad representant i Europa

Féretagsadress

Produktnamn: (se den bifogade 6versikten fér produktkoder/katalognummer)

Avsedd anvéandning: Se tabellen for andra sprak

Procedur for beddmning av éverensstémmelse (bilaga)

Anmalda organets namn

Anmalda organets identifikationsnummer

Verifieringscertifikat

Undertecknat p3 [tillverkarens namn]:s vagnar

Underskrift

Namn

Befattning

Datum

Placering

Referens for férsakran om dverensstdmmelse

Produktoversikt

Produktkod/katalognummer

Produktbeskrivning eller produktvariant

Riskklassificering

Grundlédggande UDI-DI

Standarder/gemensam(ma) specifikation(er)

Standard/gemensamt specifikationsnummer

Avsedd anvéandning av dversattningar till europeiska sprak
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Getting paper copies
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Withdrawing your consent
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receive required notices and consents electronically from us or to sign electronically documents
from us.

All notices and disclosures will be sent to you electronically



Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through the DocuSign system all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or made
available to you during the course of our relationship with you. To reduce the chance of you
inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
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us. Thus, you can receive all the disclosures and notices electronically or in paper format through
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electronically from us.

How to contact Smith Nephew - Sub:
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new email address. We do not require any other information from you to change your email
address.
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account preferences.

To request paper copies from Smith Nephew - Sub

To request delivery from us of paper copies of the notices and disclosures previously provided
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i. decline to sign a document from within your signing session, and on the subsequent page,
select the check-box indicating you wish to withdraw your consent, or you may;

ii. send us an email to kate.drysdale@smith-nephew.com and in the body of such request you
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other information from you to withdraw consent.. The consequences of your withdrawing
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