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EUROPEAN DECLARATION OF CONFORMITY!

Declaration confirms that the product listed below meets: Regulations 2017/745 and is issued

under the sole responsibility of Smith & Nephew Medical Limited 2.

Manufacturer’s Name3

Smith & Nephew Medical Limited

Business Address?

101 Hessle Road
Hull, HU3 2BN
United Kingdom

Single Registration
Number (SRN) 5

TBD

European Authorised
Representative®

Smith & Nephew Operations B.V.

Business Address’

Bolemlaan 2, 2132 NP Hoofddorp,
Netherlands

Product Name?:

RENASYS Y-Connector

Intended Use®

RENASYS TOUCH is indicated for patients who would benefit
from

a suction device (Negative Pressure Wound Therapy) as it
may

promote wound healing via removal of fluids, including
irrigation

and body fluids, wound exudates and infectious materials.
The following wound types may be used with a RENASYS
system that is utilizing a RENASYS Y-connector:

e Flaps and grafts (only in one wound configuration)

e Open abdomen (only in one wound configuration & only
with RENASYS TOUCH and RENASYS AB Abdominal Kit)

e Chronic

e Acute

e Traumatic

e Sub-Acute and dehisced wounds

e Ulcers (such as pressure or diabetic)

¢ Partial-thickness burns

Conformity Assessment
Procedure (Annex)1°

Not applicable

Notified Body Name!!

Not applicable

Notified Body Numberi2

Not applicable

Verification
Certificate(s)3

Not applicable
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Signature?® -
Name?6 Stecu€  LWOHEE
Position?? A peecteR
Date!® 2(~ MDY - 2o
Location?? HO (L, Ol

Declaration of

Conformity Reference?® R HRTEIEANL

Product Schedule?!
Product Code
Product Description or
/ Catalogue 3 Risk Classification?* Basic UDI*®
Nuiabar?? Product Variant?
66800971 RENASYS Y-Connector Class I 5000223SN000101QT

Standards / Common Specification(s)?°:

. EN ISO 14971:2012
EN ISO 780: 2015 EN ISO 10993-10: 2010

EN ISO 13485: 2016 ISO 10993-1:2018 EN 1041: 2008+A1:2013

EN 62366-1: 2015

EN ISO 15223-1: 2016 EN ISO 10993-5:2009

Intended Use European Language Translations?’:

Language?®

Code Intended Use
EN Local

RENASYS TOUCH e nokasaHa 3a naumeHTu, KOUTo
6uxa vManu noJsisa oT acnMpaLmnoHHO nsgenue
(Tepanus 3a paHu C OTpULATENHO HansraHe), Toi
KaTo TO MOXe [a AoNnpuHece 3a 3apacTBaHeTo Ha
paHu 4ypes OTCTPaHSIBAHETO Ha TEYHOCTH,
BKJTIOUUTENHO UPUFALMOHHU U TENIECHU TEHHOCTH,
Bulgarian 6bvnrapcku esuk | BG paHeBu ekcyaat¥i u MHGMEKUUO3HW MaTepuani.
Cucrema RENASYS, nsnonssaiia Y-KOHEKTOp
RENASYS Moxe [a ce usnonsea npu cnegHure
BULAOBE paHu:
e Jlamba u npucagku (camo B KoHduUrypaums c egHa
paHa)
e OTBOpEeHU KOpeMHU paHu (camMo B KOHpUrypauus ¢
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eaHa paHa un camo ¢ RENASYS TOUCH u
abaoommHaneH kut RENASYS AB)
e XpPOHNYHHN
e OcTpmn
e TpaBMaTUUHMU
e CybaKyTHU N AEXUCLEHTHN paHu
e 513BK (KaTO OT HATUCK UM ANAbeTHN)
e N3rapsHusa c yactnyHa aebennHa
RENASYS TOUCH indiciran je za pacijente koji bi
imali koristi od lijeCenja rane usisnim proizvodom
(terapija rane negativnim tlakom) jer moze
potaknuti zacjeljivanje rana uklanjanjem tekucina,
ukljucujudi tekucine za ispiranje i tjelesne tekudine,
eksudata rane i infektivnhih materijala.
Sljedece vrste rana prikladne su za uporabu
sustava RENASYS s Y-prikljuckom RENASYS:
e reznjevi i graftovi (samo u konfiguraciji jedne
. . rane)

Croatian Hrvatski HR e otvoreni abdomen (samo u konfiguraciji jedne
rane i samo s RENASYS TOUCH i abdominalnim
kompletom RENASYS AB)

e kroni¢ne

e akutne

e traumatske

e subakutne i dehiscentne rane

e ulcerozne (kao Sto su one uzrokovane tlakom ili
dijabetesom)

e opekline drugog stupnja.

Systém RENASYS TOUCH je urcen pro pacienty,
ktefi by mohli mit uzitek z odsavaciho zatizeni
(podtlakova Iécba ran neboli Negative Pressure
Wound Therapy), protoze to mize urychlit hojeni
rany diky odstranéni tekutin, véetné irigace a
télnich tekutin, exsudatu z rany a infekcniho
materialu.

Systém RENASYS s vyuzitim Y-konektoru lze pouzit
u nasledujicich typl ran:

Czech Cesky Jazyk C7 ;éI:Lc;ky a Stépy (pouze pfi konfiguraci pro jednu
e oteviené bricho (pouze u konfigurace pro jednu
ranu a pouze se systémem RENASYS TOUCH a
sadou RENASYS AB Abdominal Kit)

e chronické

e akutni

e traumatické

e subakutni rény a rany s dehiscenci

e ulcerujici (napr. dekubity nebo diabetické rany)

e popaleniny druhého stupné

RENASYS TOUCH er indiceret til patienter, som vil
have gavn af en sugepumpe (sarbehandling med

Danish Dansk DK neg_ativt tryk), da den kan fremme sérhelingen ved
at fjerne vaesker, herunder skylle- og kropsveaesker,
sarekssudater og infektigst materiale.

Et RENASYS-system, der bruger en RENASYS Y-
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konnektor, kan anvendes til fglgende sartyper:

e Lapper og grafts (kun i en konfiguration med ét
sar)

« Abne abdominale (kun i en konfiguration med ét
sar og kun med RENASYS TOUCH og RENASYS AB
abdominalsaet)

e Kroniske

e Akutte

e Traumatiske

e Subakutte og rumperede sar

e Sar i form af tryksar eller diabetiske sar

e Delhudsforbraendinger

Dutch

Nederlands

NL

De RENASYS TOUCH is geindiceerd voor patiénten
die baat zouden hebben bij het gebruik van een
afzuighulpmiddel (negatieve-druktherapie, NDT),
omdat dit de wondgenezing kan bevorderen door
verwijdering van vloeistoffen, inclusief irrigatie- en
lichaamsvloeistoffen, wondexsudaat en infectieus
materiaal.

Bij volgende wondtypes mag een RENASYS-
systeem met gebruik van een RENASYS Y-
connector gebruikt worden:

e Lappen en transplantaten (alleen bij configuratie
voor één wond)

e Open abdomen (alleen bij configuratie voor één
wond & alleen met RENASYS TOUCH en RENASYS
AB abdominale kit)

e Chronisch

e Acuut

e Traumatisch

e Subacuut en wonden met dehiscentie

e Zweren (zoals decubitus- of diabetische ulcera)
e Tweedegraads brandwonden

Estonian

Eesti

EE

RENASYS TOUCH on moeldud patsientidele, kes
vOivad saada abi vaakumseadmest (vaakumravist),
mis vOib kiirendada haava paranemist vedelike,
naditeks loputusvee ja kehavedelike, haavaeritiste ja
nakkuslike materjalide, eemaldamise teel.
Sisteemi RENASYS ja koos sellega RENASYS-i Y-
liitmikku saab kasutada jargmiste haavaliikide
korral:

¢ nahalapid ja -siirikud (ainult ihe haava
konfiguratsioonis)

e avatud koht (ainult Ghe haava konfiguratsioonis
ning ainult koos slisteemiga RENASYS TOUCH ja
kdhukomplektiga RENASYS AB)

e kroonilised

e dgedad

e traumaatilised

¢ aladgedad ja irevil haavad

¢ haavandid (naiteks lamatishaavandid vOoi
diabeetilised haavandid)

e II astme pdletused

Finnish

Suomi

FI

RENASYS TOUCH -jarjestelma on tarkoitettu
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kaytettavaksi potilailla, jotka hydétyvat imulaitteen
(alipainetta hyédyntavan haavanhoitojarjestelman)
kaytosta, silla se voi edistda haavan paranemista
poistamalla nesteitd, kuten huuhtelu- ja kehon
nesteitd, tulehdusnesteita ja infektiota aiheuttavia
aineita.

RENASYS Y-yhdistdjaa hydédyntavan RENASYS-
jarjestelman kanssa voidaan kayttaa seuraavia
haavatyyppeja:

e ihokielekkeet ja ihonsiirteet (vain yhden haavan
hoidossa)

e avoin vatsa (vain yhden haavan hoidossa ja vain
RENASYS TOUCH:in ja RENASYS AB -
vatsapakkauksen kanssa)

e krooninen

e akuutti

e traumaattinen

e subakuutit ja auenneet haavat

e haavaumat (kuten paine- tai diabeettiset haavat)
e toisen asteen palovammat

Le dispositif RENASYS TOUCH est indiqué chez les
patients pouvant bénéficier d’un dispositif
d’aspiration (traitement des plaies par pression
négative), car il peut favoriser la cicatrisation

de la plaie par aspiration des liquides, notamment
les liquids corporels et d’irrigation, les exsudats de
plaie et les matieres infectieuses.

Un systéme RENASYS équipé du connecteur en Y
RENASYS peut étre utilisé avec les types de plaies
suivants :

e lambeaux et greffes (uniguement en
configuration a une seule plaie)

e Abdomen ouvert (uniguement en configuration a
une seule plaie et uniquement avec RENASYS
TOUCH et le kit abdominal RENASYS AB)

e Chroniques

e Aigués

e Traumatiques

e Plaies subaigués et déhiscentes

e Ulcéres (comme les ulcéres de pression ou
diabétiques)

e Briilures au deuxiéme degré

French Frangais FR

RENASYS TOUCH ist fur Patienten indiziert, die von
einer Absaugvorrichtung (Unterdruck-
Wundtherapie) profitieren kénnen, da diese die
Wundheilung durch das Absaugen von
Flissigkeiten, einschlieBlich Spilflissigkeiten und
Korperflissigkeiten, Wundexsudate und infektitse
Materialien, fordert.

Das RENASYS-System mit RENASYS Y-Konnektor
kann bei folgenden Wundtypen verwendet werden:
e Lappenplastiken und Transplantationswunden
(nur bei der Konfiguration mit einer Wunde)

e Offenes Abdomen (nur bei Konfigurationen mit

German Deutsch DE
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einer Wunde und nur mit RENASYS TOUCH und
RENASYS AB Abdominalkit)

e Chronische Wunden

e Akute Wunden

e Traumatische Wunden

e Subakute und dehiszente Wunden

e Ulzera (z. B. Druck- oder diabetischer Ulzerus)
e Verbrennungen zweiten Grades

To ouoTtnua RENASYS TOUCH evdeikvuTal yia
aoBeveic nou Ba wpeAoUvTav ano Pia CUOKEUN
avappoenong (Bepaneia TpaUPATOG YE APVNTIKA
nieon), kabwg pnopei va cupBaAel oTnv enoUAwaon
TOU TPaUPATOG HECW ANOKAKPUVONG TWV UYPWYV,
OUMNEPIAQPBAVOUEVWY TWV UYPWV KATaloviopoU Kal
TWV CWUATIKOV UYPWV, TWV €EISPWUATWV TOU
TpaUPATOC KAl TWV HOAUCHATIKOV UAIK®OV.

MNa Toug NapakAaTw TUNOUC TPAUPATWY evOEikvUTal
n xpron evog cuoTnuatog RENASYS, 1o onoio
xpnoigonolsi évav oUvdeouo oxnuaTtoc Y RENASYS:
Greek EAANVIKG GR e Kpnuvoi kal pooxeUupata (Hovo Pe Tn diauoppwan
€VOG TPaAUPATOG)

e AVOIKTN KoIAlakr Xwpad (MOVOo PE TN dIauopPpwaon
€VOC TpauuaTog Kal povo pe To RENASYS TOUCH
Kdl TO KIT KOIAIGKNG xwpac RENASYS AB)

e Xpovia Tpauuarta

e Of¢a TpavpaTta

e TpaluaTa KAKWOEWV

¢ Yno&ea Tpaluarta kal TpaluaTa nou €xXouv
Olappnx0ei

¢ 'EAKN (O6nwg ol kaTakAioegig ) Ta 01aBNTIKA €AKN)
e EykaupaTa PepikoU naxoug

A RENASYS TOUCH rendszer olyan betegekhez
javallt, akiknél a szivéeszkdz (negativ nyomasu
sebkezelés) el6nyo6s lehet, mert el6segiti a seb
gyogyulasat a folyadékok - koztlk az irrigacids
folyadékok és a testfolyadékok -, valamint a
sebvaladékok és a fert6z6 anyagok eltavolitasa
révén.

A kovetkez6 sebtipusokhoz megfeleld a RENASYS
Y-csatlakozdt hasznald RENASYS rendszer:

e lebenyek és graftok (csak egysebes
konfiguracioban)

e nyilt hasi seb (csak egysebes konfiguracioban és
csak RENASYS TOUCH és RENASYS AB hasi
készlettel)

e krénikus

e akut

e traumas

e szubakut és szétnyilt sebek

o fekélyek (pl. nyomasos vagy diabetikus)

e részleges mélységl égési sérlilések

Hungarian Magyar HU

RENASYS TOUCH ¢ indicato per i pazienti che
Italian Italiano IT trarrebbero beneficio da un dispositivo di
aspirazione (terapia a pressione negativa per |l
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trattamento delle ferite), in quanto puo favorire la
guarigione della ferita attraverso la rimozione dei
liquidi, compresi liquidi corporei e per irrigazione,
essudati delle ferite e materiali infettivi.

I seguenti tipi di ferite sono compatibili con sistemi
RENASYS che utilizzano un connettore a Y
RENASYS:

e Lembi e innesti (solo nella configurazione per una
ferita)

e Addome aperto (solo nella configurazione per una
ferita e solo con RENASYS TOUCH e kit addominali
RENASYS AB)

e Ferite croniche

e Ferite acute

e Ferite traumatiche

e Ferite subacute e deiscenti

e Ulcere (come quelle da pressione o diabetiche)

e Ustioni a spessore parziale

RENASYS TOUCH ir indicéts pacientiem, kuri gust
labumu no atslikSanas ierices (negativa spiediena
brGcu terapija), jo ta var veicinat bricu sadzisanu,
izvadot skidrumus, iekjaujot skaloSanas un
kermena Skidrumus, bricu eksudatu un infekciozus
materialus.

RENASYS sistému, ar kuru izmanto RENASYS Y
veida savienotaju, var izmantot sadiem bricu

veidiem:

Latvian Latviesu LV o Iév_eri L_ln_fc_rapsplantéti (tikai vienas brices
konfiguracija);
e atveérta védera (tikai vienas brices konfiguracija
un tikai ar RENASYS TOUCH un RENASYS AB
védera dobuma komplektu);
e hroniskas;
e akitas;
e traumatiskas;
e subakltas un pléstas briices;
e Cllas (spiediena vai diabéta);
e daléja biezuma apdegumi.
RENASYS TOUCH skirta pacientams, kuriems bity
naudinga naudoti siurbimo prietaisg (neigiamo
slégio Zaizdy terapija), nes dél skysciy, jskaitant
plovimo ir kiino skysciy, Zaizdos eksudaty ir
infekciniy medziagy, pasalinimo tai gali skatinti
Zaizdg gyti.
RENASYS sistema ir RENASYS Y formos jungtj

Lithuanian Lietuviy LT galima naudoti toliau iSvardyty tipy zaizdoms:

e lopai ir transplantatai (tik vienos zaizdos
konfiglracija);

e atvirosios pilvo (tik vienos zaizdos konfigiracija ir
tik su RENASYS TOUCH ir RENASYS AB pilvo
rinkiniu);

e |étinés;

e Uimios;

e trauminés;
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e apylimeés arba Ziojéjancios;
e opos (sukeltos nuoguly ar diabeto);
e dalinio storio nudegimai.

System RENASYS TOUCH jest wskazany do
stosowania u pacjentéw, ktorzy moga odnies ¢
korzys ¢ z urzg dzenia odsysajacego (podcis
nieniowe leczenia ran), poniewaz system moz e
sprzyjac gojeniu sie ran poprzez usuwanie ptynow,
w tym ptynow irygacyjnych i ptyndw ustrojowych,
wysie kow z rany i materiatow zakaz nych.

Naste pujg ce typy ran mogga by¢ leczone przy uz
yciu system RENASYS wykorzystujg cego ztg cze Y
RENASYS:

Polish Polski PL e Platy i przeszczepy (wytg cznie w konfiguracji
jednej rany)

e Otwarta jama brzuszna (wytg cznie w konfiguracji
jednej rany i wytg cznie z RENASYS TOUCH i
zestawem brzusznym RENASYS AB)

e Rany przewlekte,

e Rany ostre,

e Rany urazowe,

e Rany podostre i z rozchodza cymi sie brzegami,
e Owrzodzenia (np. cukrzycowe lub odlez yny),

e Oparzenia z cze $ ciowymi ranami gte bszymi,

O RENASYS TOUCH ¢ indicado para pacientes que
possam beneficiar de um dispositivo de sucgdo
(terapia de feridas por pressao negativa), uma
vez que pode promover a cicatrizacdo de feridas
através da remocao de fluidos, incluindo fluidos de
irrigacao e fluidos corporais, exsudados de

feridas e materiais infeciosos.

Os seguintes tipos de ferida podem ser utilizados
com o Sistema RENASYS que utiliza um conector Y
RENASYS:

Portuguese Portugués PT e Retalhos e enxertos (apenas configuragdo de uma
ferida)

e Abdémen aberto (apenas configuracdo de uma
ferida e apenas com o RENASYS TOUCH e o kit
abdominal RENASYS AB)

e Crdnica

e Aguda

e Traumatica

e Feridas subagudas e deiscentes

e Ulceras (como diabéticas ou de press3o)

e Queimaduras de espessura parcial

RENASYS TOUCH este indicat pentru pacientii care
ar beneficia de pe urma utilizarii unui dispozitiv de
aspiratie (terapie cu presiune negativa a plagii)
Romanian Romana RO deoarece aceasta ar putea sustine vindecarea plagii
prin indepartarea fluidelor, inclusiv a fluidelor de
irigare si a celor corporale, a exsudatului plagii si a
materialelor infectioase.
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Urmatoarele tipuri de plagi pot benefica de
folosirea sistemului RENASYS cu utilizarea unui
conector in Y RENASYS:

e Lambouri si grefe (doar in configuratie cu o
singura plaga)

e Abdomen deschis (doar in configuratie cu o
singura plaga si doar cu RENASYS TOUCH si trusa
abdominala RENASYS AB)

e Cronice

e Acute

e Traumatice

e Plagi subacute si dehiscente

e Ulcere (cum ar fi cele de decubit sau diabetice)
e Arsuri de grosime partiala

Slovak

Slovencina

SK

RENASYS TOUCH je indikovany u pacientov, ktori
mbzu mat Uzitok z odsavacieho zariadenia (lie¢ba
rany s podtlakom), pretoze to mdze podporit lie¢bu
rany prostrednictvom odsavania tekutin, vratane
irigacnych a telesnych tekutin, vypotkov z ran a
infekénych materialov.

Systém RENASYS, ktory pouziva konektor
RENASYS v tvare Y mozno pouzit na tieto typy ran:
¢ neStepené transplantaty a stepy (iba v
konfiguraciis jednou ranou)

¢ otvorené abdominalne (iba v konfiguracii s
jednou ranou a s RENASYS TOUCH a abdominalnou
sUpravou RENASYS AB)

e chronické

akutne

Urazové

subakutne a dehiscentné rany

vredy (ako napr. tlakové alebo diabetické)
popaleniny Ciastocnej hrubky

Slovenian

Slovensdina

SI

RENASYS TOUCH je indiciran za paciente, katerim
bi sesalni pripomocek (zdravljenje rane z
negativnim tlakom) koristil, saj lahko pospesi
celjenje rane z odstranitvijo tekocin, vklju¢no z
izpiralnimi in telesnimi tekocinami, izcedki iz rane
in kuznimi materiali.

Sistem RENASYS, ki uporablja Y-konektor
RENASYS, se lahko uporablja pri naslednjih vrstah
ran:

e zakrilca in grafti (samo pri konfiguraciji ene
rane);

e odprte trebusne rane (samo pri konfiguraciji ene
rane in samo s sistemom RENASYS TOUCH in
abdominalnim kompletom RENASYS AB);

e kronic¢ne;

e akutne;

e poskodbene;

e subakutne in razprte rane;

e razjede (npr. prelezaninske ali diabeticne);

e opekline druge stopnje.

Spanish

Espafiol

ES

RENASYS TOUCH esta indicado para pacientes que
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pueden beneficiarse de un dispositivo de aspiracion
(terapia de heridas de presidn negativa), ya que
puede favorecer la cicatrizacidon de las heridas
mediante la retirada de liquidos, incluidos los
liquidos corporales y de irrigacion, los exudados de
las heridas y los materiales infecciosos.

Los tipos de heridas siguientes pueden utilizarse
con un Sistema RENASYS que incluya un conector
en Y RENASYS:

¢ Colgajos e injertos (solo en configuracion de una
herida)

e Abdomen abierto (solo en configuracion de una
herida y solo con el RENASYS TOUCH vy el kit
abdominal RENASYS AB)

e Crdnica

e Aguda

e Traumatica

e Heridas subagudas y con dehiscencia

e Ulceras (como las Ulceras por presion o las
diabéticas)

e Quemaduras de espesor parcial

RENASYS TOUCH ar indicerad for patienter som
skulle gynnas av en sugenhet (sarbehandling med
negativt tryck), da det kan framja sarldkning
genom att avlagsna vatskor, inklusive
spolningsvéatskor och kroppsvétskor, sdrexsudat
och infektiésa material.

Ett RENASYS-system som anvander en RENASYS Y-
koppling kan anvandas pa féljande sartyper:

e lamb&er och grafter (endast fér konfigurering av
ett sar)

 dppna abdominalsdr (endast fér konfigurering av
ett sar & endast med with RENASYS TOUCH och
RENASYS AB abdominalkit)

e kroniska

e akuta

e traumatiska

e subakuta och rupturerade sar

e diabetessar och trycksar

e delhudsbrannskador

Swedish Svenska SE

Appendices - European Language Term Translations:

Appendix no. Language (EN) Language (Local) Country Code
Appendix 1 Bulgarian 6bnrapcku esmk BG
Appendix 2 Croatian Hrvatski HR
Appendix 3 Czech Cesky Jazyk cz

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

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
Smith & Nephew Medical Limited, acting as agent for T.J. Smith and Nephew, Limited.
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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 4 Danish Dansk DK
Appendix 5 Dutch Nederlands NL
Appendix 6 Estonian Eesti EE
Appendix 7 Finnish Suomi FI

Appendix 8 French Francgais 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 Polish Polski PL
Appendix 16 Portuguese Portugués PT
Appendix 17 Romanian Romana RO
Appendix 18 Slovak Slovencina SK
Appendix 19 Slovenian Slovenscina SL
Appendix 20 Spanish Espafiol ES
Appendix 21 Swedish Svenska SE

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

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

Hull

HU3 2BN

United Kingdom

14 May 2024

Notified Body Confirmation Letter
Reference: EU2023-607/856460

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

Smith and Nephew Medical Limited
101 Hessle Road

Hull

HU3 2BN

United Kingdom

SRN Number: GB-MF-000017580

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR

BSI Group The Netherlands B.V. bsigroup.com Page1of6
Say Building bsigroup.nl
John M. Keynesplein 9, 1066 EP T: +31 20 346 0780 SUSTAINABLE

DEVELOPMENT

GOALS

Amsterdam, The Netherlands

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

MDF7012 rev.0



bsi.

application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

e 26 May 2026 for Class III custom-made implantable devices
31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in
sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,

Cm \\u\sx&ég/c

Graeme Tunbridge
Senior Vice President, Medical Devices

BSI Group The Netherlands B.V. bsigroup.com Page 2 of 6
Say Building bsigroup.nl
John M. Keynesplein 9, 1066 EP T: +31 20 346 0780 SUSTAINABLE

DEVELOPMENT

GOALS

Amsterdam, The Netherlands

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

MDF7012 rev.0
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

ACTICOAT Flex 3

Basic UDI-DI:
5000223SN000154RG

ACTICOAT Flex 7

Basic UDI-DI:
5000223SNO00153RE

ACTICOAT / ACTICOAT 3

Basic UDI-DI:
5000223SN000145RF

ACTICOAT 7

Basic UDI-DI:
500223SN000146RH

Iodosorb Powder

Basic UDI-DI:
500223SN000147RK

Iodosorb Dressing

Basic UDI-DI:
500223SN000149RP

Class III

Class III

Class III

Class III

Class III

Class III

N/A

N/A

N/A

N/A

N/A

N/A

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #2: CE
547893

Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #2: CE
544419

Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #2: CE 90692
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #2: CE 90692
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #2: CE
511078

Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #2: CE
511078

Expiry date: 26/05/2024
NB#: 2797

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP
Amsterdam, The Netherlands

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

MDF7012 rev.0
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Iodosorb Ointment

Basic UDI-DI:
500223SN000148RM

Bactigras

Basic UDI-DI:
5000223SN000144RD

Allevyn Non-adhesive

Basic UDI-DI:
5000223SN000128RF

Allevyn Gentle

Basic UDI-DI:
5000223SN000170RE

Allevyn Adhesive

Basic UDI-DI:
5000223SN000127RD

RENASYS AB Abdominal
Kit

Basic UDI-DI:
5000223SN000137RG

RENASYS-F Foam
Dressing kit with Soft
Port and Transparent
Film

Basic UDI-DI:
5000223SN000172R]

RENASYS Gauze
Dressing kits

RENASYS Drain Dressing
kits

Basic UDI-DI:
5000223SN000161RD

RENASYS Drain
Accessory kits

Class III

Class III

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #2: CE
511078

Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #2: CE 01105
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP
Amsterdam, The Netherlands

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

MDF7012 rev.0
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Basic UDI-DI:
5000223SN000162RF

RENASYS TOUCH Non-
Connect

Basic UDI-DI:
5000223SN000138RJ

PROFORE Multi-Layer
Bandage System

Basic UDI-DI:
5000223SN000131R4

Intrasite Conformable

Basic UDI-DI:
5000223SN000129RH

PICO 7 / PICO 7Y / PICO
14

Basic UDI-DI:
5000223SN000135RC

Versajet III console

Basic UDI-DI:
5000223SN000176RS

Versajet III foot switch

Basic UDI-DI:
5000223SN000177RU

Versajet III handpiece

Basic UDI-DI:
5000223SN000175RQ

Solosite

Basic UDI-DI:
5000223SN000125R9

Cuticerin
Jelonet Plus

Basic UDI-DI:
5000223SN000118RC

Proshield Plus

Basic UDI-DI:
5000223SN000159RS

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIb excluding Class IIb
implantable non-WET

Class IIa

Class IIa

Class Ila

Class Ila

N/A

N/A

N/A

N/A

Versajet II console

Versajet II foot switch

Versajet II handpiece

N/A

N/A

N/A

NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP
Amsterdam, The Netherlands

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

MDF7012 rev.0
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Proshield Foam & Spray

Basic UDI-DI:
5000223SN000160RB

Opsite Spray

Basic UDI-DI:
5000223SN000111QW

SECURA No-Sting Barrier
Film

Basic UDI-DI:
5000223SN000124R7

Skin Prep

Basic UDI-DI:
5000223SN000168RT

Class Ila

Class Ila

Class Ila

Class Ila

N/A

N/A

N/A

N/A

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

MDD Certificate #1: CE 00356
Expiry date: 26/05/2024
NB#: 2797

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR

MDR Device classification
(as proposed by the

If the MDR device is a
substitute device,

MDD/AIMDD Certificate
Reference(s) of the

application) manufacturer and verified identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification

N/A N/A N/A N/A

Confirmation Letter Revision History

Date
2024/05/14

Action

Initial issue

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP
Amsterdam, The Netherlands

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

MDF7012 rev.0
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

United Kingdom

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

o, C_ ol ¢

Gary E Slack, Senior Vice President - Medical Devices

First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Certificate No: CE 00356

By Royal Charter

Certificate Scope:

The design and manufacture of sterile or non-sterile wound management products in the
following categories: wound dressings (see supplementary page), medicated wound
dressings, wound dressings utilising animal derived materials (porcine gelatin), medicated
bandages, medicated bandages utilising animal derived materials (porcine gelatine), cavity
wound dressings, wound preparations, wound monitoring devices, multi-layer bandage
systems, Negative Pressure Wound Therapy Systems (NPWT), abdominal dressing kits for use
with NPWT, drain kits and drain accessory kits for use with NPWT, and hydrosurgery systems
for wound debridement.

Those aspects of Annex II relating to securing and maintaining sterilty in the assembly of
procedure packs in accordance with Article 12 of the Medical Device Directive.

First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 2 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To:

Smith & Nephew Medical Ltd

101 Hessle Road
Hull

HU3 2BN

United Kingdom

Number

Device Name

Intended Use per IFU

Class III

MD 0301
MDS 7001
MDS 7006

Antimicrobial wound dressings

Refer to Design Examination
certificates:

CE 01105
CE 01409
CE 01714
CE 511078
CE 518880
CE 521887
CE 544419
CE 547893
CE 568730
CE 90692
CE 96076

MD 0301
MDS 7002
MDS 7006

Wound dressings containing
porcine gelatine

Refer to Design Examination
certificates:

CE 01714
CE 650269

First Issued: 1994-12-05

Date: 2020-01-31

Expiry Date: 2024-05-26

..making excellence a habit”

Page 3 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom
Number Device Name Intended Use per IFU
Class IIb
MD 0301 Foam wound dressings Wound management by
secondary intention on chronic
and acute; full thickness, partial
thickness or shallow; granulating,
exuding wounds. Can also be
used for pressure ulcer
prevention
MD 0301 Hydrogel wound dressings Management of shallow and deep
open wounds healing by
secondary intent
MD 0301 Odour absorbing non-woven For use on malodorous, partial to
wound dressings full thickness wounds and as a
secondary dressing for superficial
to full thickness wounds
MD 0303 Wound preparation devices For the improvement/
management of the wound
environment to promote healing
in acute and chronic wounds
MD 0301 Superabsorbent wound dressings | For the treatment and

management of exuding wounds

First Issued: 1994-12-05

Date: 2020-01-31

Expiry Date: 2024-05-26

..making excellence a habit”

Page 4 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom

Number Device Name Intended Use per IFU

MD 0301 Multi-layer bandage systems For the management and
treatment of venous leg ulcers
and associated conditions

MD 0301 Alginate wound dressings To treat pressure sores and
venous leg ulcers, with moderate
to heavy exudate. To facilitate the
control of minor bleeding.

MD 0301 Gauze wound dressings For the management of partial
and full thickness wounds. For
post-surgical covering over
epithelial autograft sites and a
means of stenting or anchoring
skin substitutes. Can be used in
conjunction with S&N Negative
Pressure Wound Therapy (NPWT)
systems

MD 1104 Hydrosurgery systems Intended for wound debridement
(acute, chronic wounds and
burns), soft tissue debridement
and cleansing of the surgical site

First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 5 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom
Number Device Name Intended Use per IFU
MD 0301 Cellulose based wound dressings | Wound management by
secondary intention on chronic
and acute; full thickness, partial
thickness or shallow; granulating,
exuding wounds
MD 0301 Hydrocolloid wound dressings For use in the management of
dry or lightly exuding wounds to
moderately exuding wounds
MD 1103 Single use negative pressure For patients who would benefit
wound therapy (NPWT) systems | from a suction device (negative
and associated dressing kits pressure wound therapy) as it
may promote wound healing via
removal of low to moderate levels
of exudates and infectious
materials
MD 1103 Traditional negative pressure For patients who would benefit

wound therapy (NPWT) systems
and associated dressing kits

from a suction device (negative
pressure wound therapy) as it
may promote wound healing via
removal of low to moderate levels
of exudates and infectious
materials

First Issued: 1994-12-05

Date: 2020-01-31

Expiry Date: 2024-05-26

..making excellence a habit”

Page 6 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.




G VSSEY VDT

b .
Sl‘
By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom

Number Device Name Intended Use per IFU

MD 0301 Abdominal dressing kits Indicated for temporary bridging
of abdominal wall openings
where primary closure is not
possible and / or repeat
abdominal entries are necessary.
It is intended to be used in open
abdominal wounds with exposed
viscera, including but not limited
to abdominal compartment
syndrome

MD 0303 Wound drainage kits Intended to be used in
conjunction with Smith & Nephew
Negative Pressure Wound
Therapy (NPWT) Systems

First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 7 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom

Number Device Name Intended Use per IFU

Class Ila

MD 0302 Skin closure devices =

MD 0301 Film wound dressings -

MD 0301 Tulle Gras wound dressings ==

MD 0301 Foam wound dressings --

MD 0301 Hydrogel wound dressings =

First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 8 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



Smith & Nephew Medical Limited

101 Hessle Road
Hull

HU3 2BN
England

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

EUROPEAN DECLARATION OF CONFORMITY

This Declaration confirms that the product listed below meets the Essential
Requirements set out in Annex | of the Council Directive 93/42/EEC (as amended).

Manufacturer’s Name :
Business Address :

Authorised
Representative:

Medical Devices :
Classification :

GMDN Code and Term :
Scope of Application :

Declaration :

Verification Certificate(s):

Standards Applied :

Smith & Nephew Medical Limited,
101 Hessle Road,

Hull,

HU3 2BN,

United Kingdom.

Smith & Nephew Orthopaedics GmbH,
AlemannenstraBe 14,

78532 Tuttlingen,

Germany

RENASYS TOUCH Negative Pressure Wound
Therapy (NPWT) System Pump

Class lIb

47955 Negative-pressure wound therapy system,
battery-powered, reusable

All batches supplied to which the Declaration of
Conformity Procedure has been applied.

Conformity of the product has been assessed in
accordance with Annex Il of the Directive. A dossier
of technical documentation, as required by the
Directive is available. The product listed is designed,
manufactured and tested in accordance with the
information set out in the dossier.

EC Certificate No. CE 00356 Full Quality Assurance.
Notified Body No. 2797 (British Standards Institute)
British Standards Institute. Certificate No. MD 76718
Quality Management System (BS EN ISO 13485)
British Standards Institute. Certificate No. FM 24676
Quality Management System (BS EN ISO 9001)

BS EN ISO 13485:2016

BS EN ISO 9001:2015

BS EN ISO 14971:2019

BS EN ISO 10993-1:2009/AC:2010
BS EN ISO 15223-1:2016

BS EN ISO 780:2015

BS EN ISO 14644-1:2015

BS EN 60601-1:2012 Edition 3.1
BS EN 60601-1-2:2014 Edition 4
BS EN 60601-1-6:2010 Edition 3.0
BS EN 60601-1-8:2006 Edition 2

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



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

BS EN 60601-1-11:2015 Edition 2 BS EN 62133:2012
BS EN 62366:2007 Edition 1

BS EN 62304:2006 Edition 1

BS EN 62321:2009

CENELEC 50581:2012

WEEE Directive 2012/19/EU

Restriction of Hazardous Substances (RoHS) Directive —

2011/65/EU
PRODUCT CODES
Code Size
66801280 N/A
66801281 N/A
66802134 N/A
Authorised Signatory :
Name : IKen) FELEvcson)
Position : Gwior MECUATOLY ARMAS  MAVREEL
//Z—/"’r
Signed : I /
4
Dated : o4 NvoV 20t
Certificate Reference : HU/110 issue 12

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

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 Limited
101 Hessle Road,
. Hull
4 7
Business Address HU3 2BN,

United Kingdom

Single Registration Number
(SRN) 5

European Authorised
Representative®

GB-MF-000017580

Smith & Nephew Operations B.V.

Bloemlaan 2,
Business Address’ 2132 NP Hoofddorp,
Netherlands

Product Name: _
(see attached schedule for product RENASYS Touch Canisters
codes/catalogue numbers)?

Intended to be used in conjunction with Smith &
Nephew Negative Pressure Wound Therapy
(NPWT) systems.

Intended Use®
See table for other languages

Conformity Assessment

Procedure (Annex)1° N/A
Notified Body Name!! N/A
Notified Body Number!? N/A

Verification Certificate(s)!® | N/A

Signed on behalf of Smith & Nephew Medical Limited

DocuSigned by:

ke, Pumusson.

'J Signer Name: Ken Fergusson

H 15
Signature l Signing Reason: | approve this document

Signing Time: 07-Apr-2022 | 17:58:17 BST
70CA089D3CF744E288FB372950E2A83E

Name1¢ Ken Fergusson

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

Page 1 of 46
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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

Position?'’ Senior Regulatory Affairs Manager
Datels 07-Apr-2022 | 17:58:33 BST

Location?® Hull

Declaration of
Conformity Reference?°

Product Schedule?! ‘

DOC-WMTF-005/V2

Product
Code / Product Description or Risk . -
Catalogue Product Variant?? Classification?* g e
Number??
66801273 RENASYS Touch Canister | I 5000223SN0O00095RR
with Solidifier 300ml
66801274 RENASYS Touch Canister |1 5000223SN0O00095RR
with Solidifier 800ml
66801275 RENASYS Touch Canister |1 5000223SN0O00095RR
without Solidifier 300ml

Standard/Common Specification Number??

EN ISO 13485:2016
EN 60601-1:2005 3.1 edition
EN 60601-1-11:2015 2nd edition
EN ISO 14971:2019
EN 62366-1:2015
EN ISO 15223-1:2021
EN ISO 780:2015
ISO 10993-1:2018
EN ISO 20417:2021
EN ISO 14644-1:2015

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 2 of 46
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Smith & Nephew Medical Limited

101 Hessle Road
Hull

HU3 2BN
England

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

Intended Use European Language Translations?28:

Language?®® Code Intended Use
Bulgarian BG MNpepaHa3sHayeHn 3a ynotpeba CbBMECTHO CbC CUCTEMUTE 3a Tepanus Ha
paHu c oTpuuatenHo HanaraHe (NPWT) Ha Smith & Nephew.
Croatian HR Namijenjen_o za upotrebu sa sustavima Smith & Nephew za lije¢enje
rana negativnhim tlakom.
Czech cz Mélo by se vylvﬁiva_t ve _spojeni se systémy podtlakové |1é¢by ran
(NPWT) spolecnosti Smith & Nephew.
Danish DK Bgregnet til at blive brugt sammen med Smith & Nephews systemer til
sarbehandling med negativt tryk (NPWT).
Dutch NL | Bedoeld voor gebruik in combinatie met systemen voor negatieve-
drukwondtherapie (NPWT-systemen) van Smith & Nephew.
. Moeldud kasutamiseks koos Smith & Nephew alar6huga
Estonian EE o :
haavaravislisteemidega.
Finnish FI Tarkoitettu kaytettavaksi yhdessa Smith & Nephew'n haavan
alipaineimuhoitojarjestelmien (NPWT-jdrjestelmien) kanssa.
French FR Destiné a étre utilisé conj,ointement avec les systémes de traitement
des plaies par pression négative de Smith & Nephew (NPWT).
German DE Zur Verwendung gemeinsam mit den Smith & Nephew Unterdruck-
Wundtherapie(NPWT)Systemen.
Greek GR I'IpoppiCz—:Tal yia xpr']or]losl ouvduaopo JE Ta cuaTnuaTta Bepaneiag
Tpaupartoc pe apvntikn niegn (NPWT) tnc Smith & Nephew.
Hungarian HU Hasznalata a Smith & Nephew negativ nyomasu sebkezelési (Negative
Pressure Wound Therapy, NPWT) rendszerekkel egyiitt javallott.
Italian T Previsto per |'uso con i sistemi di _terapia a pressione negativa per il
trattamento delle ferite (NPWT) di Smith & Nephew.
Latvian LV Paredzéts lietoSanai kopa ar Smith & Nephew negativa spi(_editfna bricu
terapiju (negative pressure wound therapy jeb NPWT) sistemam.
Skirta naudoti kartu su ,Smith & Nephew" neigiamo slégio zaizdy
Lithuanian LT | terapijos (angl. ,Negative Pressure Wound Therapy", NPWT)
sistemomis.
Polish PO Przez_r)a_czo_ny do stosowz_:mia w potaczeniu z systemami
podcisnieniowego leczenia ran (NPWT) Smith & Nephew.
Portuguese PT Destinam-se a ser utilizados com conjunto com sistemas de terapia de
feridas por pressao negativa (TFPN) da Smith & Nephew.
Romanian RO Este d_egtinat utiliz_érii n asocigre_: cu sistemele d_e terapie cu presiune
negativa pentru vindecarea plagilor (NPWT) Smith & Nephew.
Je ureny na pouZitie spolu so systémami negativnej tlakovej liecb
S SIS ran Smit¥1 & Npephew (I\IIDPWT). Y ° : : ’
. Predvideno za uporabo v povezavi s sistemi Smith & Nephew za
el =k zdravljenje ran Enegativnpim tlakom (NPWT). i
Spanish ES Indicgdo para utilizarse junto con los sistemas de terapia de heridas de
presidon negativa (TPN) de Smith & Nephew.
. Avsedd att anvandas tillsammans med Smith & Nephew:s system for
Swedish SE

sarbehandling med negativt tryck (NPWT).

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 3 of 46
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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

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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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,
Hull,
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: EN ISO 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
EN ISO 10993-1:2018
EN ISO 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:

kun Furgusson

U Signer Name: Ken Fergusson

Signing Reason: | approve this document
l 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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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

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 Name3 Smith & Nephew Medical Limited
101 Hessle Road,
. Hull
4 4
Business Address HU3 2BN,

United Kingdom

Single Registration

Number (SRN) 5 GB-MF-000017580

European Authorised

Representative® Smith & Nephew Operations B.V.

Bloemlaan 2,
Business Address’ 2132 NP Hoofddorp,
Netherlands

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)

e Split-thickness skin graft donor sites

e Closed surgical wounds

e Fixation of devices to the skin (i.e., catheters, tubing,
primary dressings)

Conformity Assessment

Procedure (Annex)20 Annex XI Part A (Production Quality Assurance)

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

Notified Body Number!2 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.

Page 1 of 28



Smith & Nephew Medical Limited
101 Hessle Road

Hull, HU3 2BN

England

DocuSign Envelope ID: EFE6277D-5CA1-4C2C-98A7-7DAOE88D83AA

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

Signed on behalf of Smith & Nephew Medical Limited

SmithNephew

Signature!®

DocuSigned by:
Awmicte butlen

U Signer Name: Amrita Butler

Signing Reason: | approve this document
l Signing Time: 14-Apr-2023 | 11:33:08 BST

C4EE3BFE6D3C4D78A1A614BF7DD28AA1

Name!6 Amrita Butler

Position'? Senior Regulatory Affairs Manager
Date18 14-Apr-2023 | 11:33:44 BST

Location®? Hull, UK

Declaration of
Conformity Reference?°

DOC-WMTF-024/V2

‘ Product Schedule?!

Bocreticoce Product Description or Risk . 25
/ Catalogzt;e Product Variant?? Classification?* Basic UDI
Number

4542 OPSITE - 28x10cm ITa 5000223SN000114R4
4963 OPSITE - 14x10cm ITa 5000223SN000114R4
4967 OPSITE - 14x25cm ITa 5000223SN000114R4
4975 OPSITE - 10x14cm ITa 5000223SN000114R4
4986 OPSITE - 15x28cm ITa 5000223SN000114R4
4987 OPSITE - 28x30cm ITa 5000223SN000114R4
4988 OPSITE - 28x45cm ITa 5000223SN000114R4
4989 OPSITE - 55x45cm ITa 5000223SN000114R4
4994 OPSITE - 84x56cm ITa 5000223SN000114R4
4995 OPSITE - 42x40cm ITa 5000223SN000114R4
66001217 APPLICA - 10x20cm ITa 5000223SN000114R4
66001218 APPLICA - 20x30cm ITa 5000223SN000114R4
66001219 APPLICA - 28x30cm ITa 5000223SN000114R4
66001220 APPLICA - 35x45cm ITa 5000223SN000114R4
66001221 APPLICA - 45x60cm ITa 5000223SN000114R4
66001222 APPLICA - 56x84cm ITa 5000223SN000114R4

Standards / Common Specification(s)?2¢:
EN ISO 780:2015

EN ISO 13485:2016/A11:2021

Page 2 of 28

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 T +44 (0) 1482 225181 S mit hiN e p h ew
101 Hessle Road F +44 (0) 1482 328326
Hull, HU3 2BN www.smith-nephew.com
England

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?’:

oJe - ed -
EN Local
OPSITE e nokasaH 3a:
Ynotpeba KaTo NOKpUTME Ha paspesun Npu XMpypruyHm onepawlumu,
. [MOBbPXHOCTHU paHu (Hanp. NeKku usra AHWA, ONAapBaHUA, OXKY/IBAHUA U
Bulgarian 6bnrapcku esvk | BG P pany (anp P P y

paskbcBaHuA), [JOHOPCKM MeCTa Ha pasueneHa KoXKHa npucagka, 3aTBopeHn
XMPYPrUUYHM paHn, PUKCUpaHe Ha YCTPOMCTBA KbM KOKaTa

(1.€. KaTeTpu, TPBOUUKMN, MbPBUYHMN NPEBPDH3IKMK).

Folija OPSITE indicirana je za:

Uporabu kao incizijska folija u kirurskim zahvatima, Povrsinske rane (npr. manje
Croatian Hrvatski HR opekline, ogrebotine i poderotine), Donorska mjesta transplantata djelomi¢ne
debljine koze, Zatvorene kirurske rane, Pri¢vrséivanje uredaja na kozu (tj.
kateteri, cijevi, primarne obloge).

OPSITE je indikovano pro:

. Pouziti jako rouska incize u chirurgickych zakrokd, Povrchové rany (napf. drobné
Czech Cesk»’l Jazyk CZ popéleniny, opafeniny, odFeniny a trzné rany), Darcovska mista
dermoepidermdlniho $tépu, Uzaviené chirurgické rany, Fixace zafizeni na kzi
(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.

Page 3 of 28



Smith & Nephew Medical Limited

101 Hessle Road
Hull, HU3 2BN
England

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

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

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

French

Frangais

FR

OPSITE est indiqué pour :

Usage de champ d’incision dans les interventions chirurgicales, Plaies
superficielles (p. ex. brllures légeres, 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, Verbrihungen, Schiirf- und
Schnittwunden), Entnahmestellen zur Spalthauttransplantation, Geschlossene
Operationswunden, Fixierung von Produkten an der Haut (z. B. Katheter,
Schlduche, Primarverbande)

APPLICA ist indiziert fir:

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).

Greek

EAANVIKG

GR

H pepBpdvn OPSITE evbeikvutal yia ta €€ ¢:

Xpnotponoleital wg KAAUMUA TOUAG OTLS XELPOUPYLIKEG Sladikaoieg, I
erupavelokd tpavpata (.. ehadpd tpavpata, kapipata, apuxEg Kot
£kS0PEG), Z& onpeia Tou 0TN HeTA amd ARPn Seppatikol LOCXEUUATOG
UEPLKOU TLAXOUG, 2 KAELOTA XELPOUPYLKA TPAUOTA, A OTEPEWOH CUOKEUWV
oto &éppa (8nA. kaBetApeg, CWANVWOELS, KUpLa eTBEpaTa).

Hungarian

Magyar

HU

Az OPSITE hasznalata a kévetkez6khoz javallt:

Bemetszési izoldlokend&ként haszndlhatd miitéti eljarasok soran, Fellleti sebek
(pl. enyhe égési sériilések, forrazasok, horzsoldsok és szakaddsok) esetén,
Részleges vastagsagu bdratiiltetési donorteriletekhez, Zart miitéti sebekhez,
Eszkozok (azaz katéterek, csovek, elsédleges kotszerek) rogzitéséhez a b&ron.

Italian

Italiano

IT

OPSITE ¢ 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 proceduras; virspuséjam bricém
(piem., nelieliem apdegumiem, applaucéjumiem, nobrazumiem un plésumiem);
dalita biezuma adas parstadisanas donorvietam; slégtam kirurgiskam briicém;
iericu piestiprinasanai pie adas (t.i., katetriem, caurulém, primariem
parsienamajiem materialiem).
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Lithuanian

Lietuviy

LT

Toliau nurodytos OPSITE indikacijos.

Naudokite kaip pjavio uzklota chirurginiy procedlry metu, Pavirsinés Zaizdos
(pvz., nestipras nudegimai, nusiplikymai, jbréZimai ir jplésimai), Dalies odos
storio transplantaty donorinés vietos, Uzdarytos 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, primarbandasjer).

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, zamknietych ran
chirurgicznych, mocowan wyrobdéw do skéry (np. cewnikéw, drendw,
opatrunkdéw pierwotnych)

Portuguese

Portugués

PT

OPSITE é indicado para:

Utilize como campo cirurgico de incisGes em procedimentos cirurgicos, 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, Pldgi chirurgicale inchise, Fixarea
dispozitivelor pe piele (adica, catetere, tuburi, pansamente primare).

Slovak

Slovencina

SK

Félia OPSITE je indikovana na:

pouzitie ako rusko pri chirurgickych zakrokoch, povrchové rany (napr. mensie
popaleniny, obareniny, odreniny a trzné rany), plochy pouZité na kozné Stepy v
celej hrubke, uzavreté chirurgické rany, fixaciu pomdcok na koZi (napr. katétre,
hadicky, primarne krytie).

Slovenian

Slovenscéina

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

Espafiol

ES

OPSITE estd indicado:

Como pafio de incisidn en intervenciones quirdrgicas, 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
apositos 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).
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Appendices - European Language Term Translations:

Appendix no.

Language (EN)

Language (Local) Country Code

Appendix 1 Bulgarian 6bNrapcku e3mk BG
Appendix 2 Croatian Hrvatski HR
Appendix 3 Czech Cesky Jazyk (o74
Appendix 4 Danish Dansk DK
Appendix 5 Dutch Nederlands NL
Appendix 6 Estonian Eesti EE
Appendix 7 Finnish Suomi FI

Appendix 8 French Francais FR
Appendix 9 German Deutsch DE
Appendix 10 Greek 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
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Appendix 1
Language (EN) | Bulgarian (BG) Language (Local) | 6bnrapcku e3nk
No. Translated Term
1 | EBPOMENCKA AEKJTAPALIMA 3A CbOTBETCTBUE
JeknapaunsaTta noTBbpXAaBa, Ye NOCOYEHUAT NO-A0/Y MPOAYKT CbOTBETCTBA Ha:
2 PernameHT 2017/745, [BbBEAETE APYrOo YMECTHO €BPOMNEeNCKO 3aKOHOAATeNCTBO, CNopes
NpUIOXUMOTO] 1 Ce U3gaBa eANHCTBEHO Ha OTFOBOPHOCT Ha MMe Ha 3aKOHHUS
npomnssoauTen
3 Mme Ha npousBoauTen
4 | busHec agpec
5 | EaMHeH perncrtpaumoHeH HoMep (EPH)
6 | YnbsHOMOLWEH npeactasuTen 3a EBpona
7 busHec agpec
8 | iIMe Ha npoayKT: (BMXTe NPUIOXKEHMS ONKUC 3a NPOAYKTOBM KOAOBE/KAaTan0XHN HoMepa)
9 | NpeaHasHayeHue: BuxTe TabnuuaTa 3a Apyrm esmum
10 | Mpoueaypa 3a oueHsaBaHe Ha cboTBeTCTBMETO (MMpuUnoxeHune)
11 | Ime Ha HOTUdMUMpPAH opraH
12 | Homep Ha HOTUdUUMPAH opraH
13 | CeptndumkaTt(n) 3a npoBepka
14 | MNMoanncaH oT MMETO Ha MMe Ha 3aKOHHUSA Npomn3BoaUTEN
15 | Noanuc
16 | Nme
17 | ANbXKHOCT
18 | AdaTta
19 | MecTtononoxeHue
20 | CnpaBka 3a geksapauuns 3a CbOTBETCTBUE
21 | MpoayKToB onuc
22 | MpopykToB Kog / KaTtanoxeH HoMep
23 | OnuncaHne Ha npoAykKTa unu BapuaHT Ha npoaykTa
24 | Knacudukaumsa B 3aBUCMMOCT OT pucKa
25 | OCHOBEH yHUKaneH naeHTMuKaTop Ha usgenunata - uaeHTUUKaTop Ha usaenunsaTa
26 | CraHpgaptun / Obwa(un) cneundukaumnsa(m)
27 | NpepHa3HayeHue: NMpeBoan Ha eBPOMEnCcKn eamum
28 | E3uk
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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

8

9

Adresa ovlastenog zastupnika

Naziv proizvoda: (Sifre proizvoda/kataloske brojeve potrazite u priloZenom dodatku)

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 / katalo$ki broj

23 | Opis proizvoda ili inacica proizvoda

24 | Klasa rizika

25 | Osnovna jedinstvena identifikacija proizvoda-identifikator proizvoda (UDI-DI)
26 | Norme / Uobicajena specifikacija (Uobicajene specifikacije)

27 | Namjena: prijevodi na europske jezike
28 | Jezik
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Appendix 3
Language (EN) | Czech (CZ) Language (Local) Cesky Jazyk
No. Translated Term

1 | EVROPSKE PROHLASENI O SHODE

Prohlaseni potvrzuje, Ze nize uvedeny vyrobek splfiuje nafizeni 2017/745 [pfipadné

2 | doplnte dalsi prislusné evropské pravni predpisy], a je vydano na vyhradni zodpovédnost
[oficidlni nazev vyrobce]

3 | Nazev vyrobce

4 | Adresa mista podnikani

5 | Jediné registracni Cislo

6 | Opravnény zastupce pro Evropu
7

8

9

Adresa mista podnikani
Nazev vyrobku: (kod vyrobku / katalogové Cislo viz pfilozeny soupis)

Urcené pouziti: Viz tabulka pro dalsi jazyky

10 | Postup posuzovani shody (priloha)

11 | Nazev oznameného subjektu

12 | Cislo ozndmeného subjektu
13 | Osvédceni o ovéreni
14 | Podepsano jménem [oficidlni nazev vyrobce]

15 | Podpis
16 | Jméno
17 | Pozice
18 | Datum
19 | Misto

20 | Prohlaseni o shodé - reference
21 | Soupis vyrobki
22 | Kéd 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
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Appendix 4
Language (EN) | Danish (DK) Language (Local) | Dansk
No. Translated Term

1 | EUROPAISK OVERENSSTEMMELSESERKLARING

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

Fabrikantens navn

Virksomhedsadresse

Individuelt registreringsnummer (Single Registration Number, SRN)

Virksomhedsadresse

Produktnavn: (se vedlagte bilag for produktkoder/katalognumre)

3
4
5
6 | Autoriseret europaisk reprasentant
7
8
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 pé vegne af [Juridisk fabrikantnavn]
15 | Underskrift

16 | Navn

17 | Position
18 | Dato

19 | Placering

20 | Overensstemmelseserklzering, reference
21 | Produktbilag
22 | Produktkode/katalognummer

23 | Produktbeskrivelse eller produktvariant

24 | Risikoklasse

25 | Grundleeggende UDI-DI

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

27 | Tilsigtet brug: Oversaettelser pa europaeiske sprog
28 | Sprog
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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
2 2017/74}5, [andere reIevante_Eurppese wetgeving invqt_ageq indien van Foepassing] 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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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 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

8

9

Registreeritud aadress
Toote nimetus: (tootekoode/katalooginumbreid vt lisatud tabelist)
Ettenahtud 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 / Ghtsed tehnilised tingimused

27 | Ettenahtud kasutusotstarve Tolked Euroopa keeltesse
28 | Keel
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Appendix 7
Language (EN) | Finnish (FI) Language (Local) | Suomi
No. Translated Term
1 | EUROOPPALAINEN VAATIMUSTENMUKAISUUSVAKUUTUS
Vakuutuksella vahvistetaan, etta jaljempana mainittu tuote tayttda: Asetuksen 2017/745,
2 [téhérj tulee Ii§été muu_asiaan liittyva eurooppalainen lainsaadantd si_kéli kuin sitf‘a' _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 esitetdaan 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 Kaanndkset Euroopan kielilla
28 | Kieli
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Appendix 8
Language (EN) | French (FR) Language (Local) | Francgais
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 Iégal
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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Appendix 9
Language (EN) | German (DE) Language (Local) | Deutsch
No. Translated Term
1 | EUROPAISCHE KONFORMITATSERKLARUNG
Mit dieser Erklarung wird bestatigt, dass das unten aufgefihrte Produkt den folgenden
2 Anforc_l_grungen entspricht: _Verorc_InL!_ngen 20.17/74_5,_ [ggf. andere einsch_!égi_ge
europaische Rechtsvorschriften einfligen]. Die alleinige Verantwortung fir die Ausstellung
dieser Konformitatserklarung tragt [Name des Herstellers]
3 | Name des Herstellers
4 | Geschéaftsadresse
5 | Einmalige Registrierungsnummer (SRN)
6 | Europdischer Bevollmachtigter
7 | Geschaftsadresse
8 | Produktname: (Produktcodes/Katalognummern siehe beigefiigtes 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 | Konformitatserklarung — 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 européische Sprachen
28 | Sprache
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Appendix 10

Language (EN) | Greek (GR) Language (Local) | EAAnvika
No. Translated Term
1 EYPQMAIKH AHAQZH SYMMOP®Q>H>
H dnAwon eniBeBaiwvel OTI To NPoidv Nou avaQePETAl NApAKATW NANPOi: TOUG
> Kavovm'pobq 2017/745,' [ouunqu(bms aAAn 0x£T|'|<r'] supwno'lkr'] vouoeeqia qvc’:)\oya ME
TNV nepintwon] kai ekdideTAl UNO TNV ANOKAEICTIKN €UBUVN TOU [ENWVUMIA VOUIHOU
KaTaokeuaoTn]
3 | Enwvupia KaTtaokeuaoTn
4 | NielBuvaon enixeipnong
5 | Evidgiog apiBudcg kataxwpiong (SRN)
6 | EEouadiodoTnuévoc avTinpoownog otnv Eupwnn
7 | AilebBuvon enixgipnong
8 Ovopa'oia npoiovTog: (BA. CUVNUUEVO NAPAPTNHA KWIIKWV NPOiovVTwV/apliOuwyv
KaTtaAoyou)
9 | MpoBAenduevn xpnon: BA. nivaka yia aAAeG YAWOOEG
10 | Aiadikaoia EKTiNNONG TNG CUMMOPPWoNG (napdapTnua)
11 | Enwvupia kolvonoinuévou opyaviouou
12 | Ap1Buodc Kolvonoinuévou opyaviouou
13 | MioTonoinTikd(a) enaAnbeuong
14 | Ynoypaoen €§ ovopaTog Tou [enwvupia vouIgou KaTaokeuaoTn]
15 | Ynoypaon
16 | OvopaTENWVUHO
17 | TiTAog
18 | Huepopunvia
19 | TonoBeaoia
20 | Avagopda dNAwoNG CUPHOPPWONG
21 | Napdaptnua npoidvTwyv
22 | Kwdikog npoiovTog/ApiBuoG kaTaAoyou
23 | Neprypaen npoidvToc f napaAAayn npoiovTog
24 | Ta&vounon kivouvou
25 | Baoikd UDI-DI
26 | Npotuna/Koivi(€g) npodiaypar(£g)
27 | NpoBAenduevn xpnon: NETAPPACEIC OE EUPWNAIKEC YAWOOEG
28 | NAwooa
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Appendix 11

Language (EN) | Hungarian (HU) Language (Local) | Magyar
No. Translated Term
1 | EUROPAI MEGFELELOSEGI NYILATKOZAT
A nyilatkozat megero0siti, hogy az aldbb felsorolt termék megfelel a kovetkezOknek: A
2 | 2017/745 rendeletek, [értelemszer(en illessze be ide az egyéb fontos eurdpai
jogszabalyokat], és kiadasa a [gyartd hivatalos neve] kizardlagos felel6sségére torténik
3 | A gyartd neve
4 | Székhelye
5 | Egyedi nyilvantartasi szam (SRN)
6 | Meghatalmazott eurdpai képviseld
7 | Székhelye
8 | A termék neve: (lasd a mellékelt listat a termékkodokat/katalogusszamokat illetéen)
9 | Rendeltetésszer(i hasznalat: Az egyéb nyelveket lasd a tablazatban
10 | MegfelelGségértékelési eljaras (melléklet)
11 | Kijeldlt szervezet neve
12 | Kijelolt szervezet szdma
13 | Hitelesitési tanusitvany(ok)
14 | Aldirva a [gyartd hivatalos neve] nevében
15 | Aldiras
16 | Név
17 | Beosztas
18 | Datum
19 | Hely
20 | A medfelel6ségi nyilatkozat hivatkozasa
21 | Terméklista
22 | Termékkod/kataldgusszam
23 | A termék leirdsa vagy termékvaltozat
24 | Kockazatbesorolas
25 | Alap UDI-DI
26 | Szabvanyok / altaldnos 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 e 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
[razotaja juridiskais nosaukums] atbildibu

Razotaja nosaukums

Uznémuma adrese

Vienotais redistracijas 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 struktiras nosaukums

12 | Pazinotas struktlras 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 | Paredzéta 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].

Gamintojo pavadinimas

Verslo adresas
Bendras Registracijos Numeris (BRN)

Verslo adresas

Produkto vardas: (produkty kodus / katalogo numerius zitrékite priede)
Paskirtis: kitomis kalbomis zilirékite lentele

10 | Atitikties deklaracija (priedas)

11 | Notifikuotosios jstaigos pavadinimas

12 | Notifikuotosios jstaigos numeris

13 | Patvirtinimo sertifikatas (-ai)

14 | Pasirasyta (legalaus gamintojo vardas) vardu

3
4
5
6 | Europos jgaliotasis atstovas
7
8
9

15 | Parasas

16 | Vardas
17 | Pareigos
18 | Data

19 | Vieta

20 | Atitikties Deklaracijos Nuoroda

21 | Produkty sarasas

22 | Produkto Kodas/ Katalogo numeris

23 | Produkto Apibudinimas arba Produkto Variantas
24 | Rizikos Klasifikacija

25 | Pagrindinis UDI

26 | Standartai / Bendroji specifikacija (-0s)

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 |-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

Isem tal-Manifattur

Indirizz tan-Negozju

Numru ta’ Registrazzjoni Uniku (SRN)

Indirizz tan-Negozju
Isem tal-Prodott: (ara I-iskeda mehmuza ghall-kodicijiet tal-prodott/numri tal-katalgu)
Uzu Mahsub: Ara t-tabella ghal-lingwi I-ohrajn

3
4
5
6 | Rapprezentant Ewropew Awtorizzat
7
8
9

10 | Procedura tal-Evalwazzjoni tal-Konformita (Anness)
11 | Isem tal-Korp Notifikat

12 | Numru tal-Korp Notifikat

13 | Certifikat(i) ta’ Verifika

14 | Iffirmat f'Isem I-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 wstawic inne stosowne przepisy europejskie]
i jest wydawana na wytaczng odpowiedzialnos$¢ Nazwa producenta

Nazwa producenta

3
4 | Adres firmy

5 | Niepowtarzalny numer rejestracyjny (SRN)

6 | Upowazniony przedstawiciel w Unii Europejskiej
7

8

9

Adres firmy

Nazwa produktu: (kody produktéow / numery katalogowe zawiera zatgczony wykaz)
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 / wspolne specyfikacje

27 | Ttumaczenia tekstu dotyczgcego 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 declaracao confirma que os produtos listados abaixo cumprem: Regulamentacao
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 | Enderego da empresa
5 | Niumero Unico de registo (NUR)
6 | Representante Europeu Autorizado
7 | Enderego 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 verificagdo
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 | Cédigo de produto / Nimero de catalogo
23 | Descrigdo do produto ou variante do produto
24 | Classificacao de risco
25 | UDI-DI basico
26 | Normas / Especificacao(des) comum(ns)
27 | Tradugdes 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
2 | 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 (CUI)
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
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

Nazov vyrobcu
Sidlo spolocnosti
Jediné registracné cislo (SRN)

Sidlo spolocnosti
Nazov produktu: (pozri prilozeny dodatok s kédmi vyrobkov/katalégovymi Cislami)

3
4
5
6 | Opravneny zastupca pre EU
7
8
9

Pladnované pouzitie: Daldie 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 vyhlasenie o zhode

21 | Tabulka vyrobkov

22 | Kéd vyrobku / katalégové Cislo

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]

Ime proizvajalca

3
4 | Poslovni naslov

5 | Enotna registrska Stevilka (SRN)
6 | Pooblasceni zastopnik za Evropo
7

8

9

Poslovni naslov

Ime izdelka: (glejte prilozen dodatek s kodami/kataloskimi Stevilkami izdelkov)

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

14 | Podpisano v imenu Ime zakonitega proizvajalca

15 | Podpis

16 | Ime

17 | Delovno 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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Appendix 21

Language (EN) | Spanish (ES) Language (Local) | Espafiol
No. Translated Term
1 | DECLARACION UE DE CONFORMIDAD
Esta declaracion confirma que el producto indicado a continuaciéon cumple con lo estipulado
> |en el I_Qegl_a,mento (UE) _2017/_745, [inclui_r otras normat_i_vas europeas pertinentes que sean
de aplicacion] y se publica bajo la exclusiva responsabilidad de [Nombre legal del
fabricante]
3 | Nombre del fabricante
4 | Domicilio social
5 | Numero de registro Unico (SRN)
6 | Representante autorizado en Europa
7 | Domicilio social
8 Nombre del producto: (véase el apéndice para comprobar los cédigos/nimeros de catalogo
de los productos)
9 | Uso previsto: véase la tabla para consultar otros idiomas
10 | Procedimiento de evaluacion de la conformidad (anexo)
11 | Nombre del organismo notificado
12 | Numero del organismo notificado
13 | Certificados de verificacién
14 | Firmado en nombre de [Nombre legal del fabricante]
15 | Firma
16 | Nombre
17 | Puesto
18 | Fecha
19 | Ubicacién
20 | Referencia de la declaracion de conformidad
21 | Apéndice del producto
22 | Codigo/numero de catélogo del producto
23 | Descripcion o variante del producto
24 | Clasificacién del riesgo
25 | UDI-DI basica
26 | Normas/especificaciones comunes
27 | Uso previsto: traducciones a idiomas europeos
28 | 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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Appendix 22

Language (EN) | Swedish (SE) Language (Local) | Svenska

No. Translated Term

1 | EUROPEISK FORSAKRAN OM OVERENSSTAMMELSE

Denna férsakran bekrdftar att produkten som anges nedan uppfyller: kraven i férordning
2 | 2017/745, [infoga annan relevant Europeisk lagstiftning om tillampligt] och utfardas pa
eget ansvar av [tillverkarens namn]

Tillverkarens namn

Féretagsadress

Eudamed-registreringsnummer (SRN)

Féretagsadress

Produktnamn: (se den bifogade dversikten for produktkoder/katalognummer)
Avsedd anvédndning: Se tabellen fér andra sprak

10 | Procedur fér bedémning av dverensstammelse (bilaga)

3
4
5
6 | Auktoriserad representant i Europa
7
8
9

11 | Anmalda organets namn

12 | Anmalda organets identifikationsnummer

13 | Verifieringscertifikat

14 | Undertecknat pa [tillverkarens namn]:s vdgnar
15 | Underskrift

16 | Namn

17 | Befattning
18 | Datum

19 | Placering

20 | Referens for forsakran om 6verensstammelse
21 | Produktoversikt

22 | Produktkod/katalognummer

23 | Produktbeskrivning eller produktvariant

24 | Riskklassificering

25 | Grundlaggande UDI-DI

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

27 | Avsedd anvandning av dversattningar till europeiska sprak
28 | Sprak

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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EUROPEAN DECLARATION OF CONFORMITY !

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

Manufacturer’s Name3 Smith & Nephew Medical Limited
101 Hessle Road,
. Hull
4 r
Business Address HU3 2BN,

United Kingdom

Single Registration

Number (SRN) 5 GB-MF-000017580

European Authorised

Representative’ Smith & Nephew Operations B.V.

Bloemlaan 2,
Business Address’ 2132 NP Hoofddorp,
Netherlands

RENASYS Touch Carry Bag & Carry Strap
RENASYS GO Carry Bag & Carry Strap

RENASYS GO and TOUCH Carry Bags & Carry Straps have no
indications for use, however, they are intended to be used in
Intended Use?® conjunction with Smith & Nephew Negative Pressure Wound
Therapy (NPWT) systems.

Product Name?:

Conformity Assessment

Procedure (Annex)® Not applicable, the devices are Class I Non-Sterile.

Notified Body Name!! N/A

Notified Body Number!2 N/A

Verification

Certificate(s)!3 N/A

Signed on behalf of Smith & Nephew Medical Limited

DocuSigned by:
Sam [kinson
U Signer Name: Sam Atkinson

Sig nature 15 Signing Reason: | approve this document
Signing Time: 14-Dec-2023 | 15:06:11 GMT

4247BB1FEDB542C29087D6B268F91213

Name!6 Sam Atkinson
Position'? Regulatory Approval Manager
Datels 14-Dec-2023 | 15:06:43 GMT

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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Smith & Nephew Medical Limited
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Hull, HU3 2BN www.smith-nephew.com
England
Location?® Hull, UK

Declaration of
Conformity Reference?®

DOC-WMTF-006/V2

Product Schedule??

Product
Code / Product Description or Risk . o
Catalogue Product Variant?? Classification?4 ety L
Number??
66800162 RENASYS Go Carry Bag Class I Non- 5000223SN0O00096RT
Sterile
66800163 RENASYS Go Carry Strap Class I Non- 5000223SN0O00096RT
Sterile
66801276 RENASYS TOUCH Carry Strap Class I Non- 5000223SN0O00096RT
Sterile
66801277 RENASYS TOUCH Carry Bag Class I Non- 5000223SN0O00096RT
Sterile

Standards / Common Specification(s)?2¢:

EN ISO 780:2015

EN ISO 10993-1:2020

EN ISO 13485:2016
+A1:2021

EN ISO 20417:2021

EN ISO 15223-1:2021

EN 62366-1:2015
+A1:2020

EN ISO 14971:2019
+A1:2021

Intended Use European Language Translations?’:

EN Local

Bulgarian 6bnrapckun es3nk

BG

MNpenHasHavyeHW 3a ynoTpeba CbBMECTHO CbC
CUCTEMUTE 3a Tepanusa Ha paHu C oTpuuUaTenHo
HanaraHe (NPWT) Ha Smith & Nephew.

Croatian Hrvatski

HR

Namijenjeno za upotrebu sa sustavima Smith &
Nephew za lije€enje rana negativnim tlakom.

Czech Cesky Jazyk

Cz

Mélo by se vyuzivat ve spojeni se systémy
podtlakové Iécby ran (NPWT) spolecnosti Smith &
Nephew.

Danish Dansk

DK

Beregnet til at blive brugt sammen med Smith &
Nephews systemer til sdrbehandling med negativt
tryk (NPWT).

Dutch Nederlands

NL

Bedoeld voor gebruik in combinatie met systemen
voor negatieve-drukwondtherapie (NPWT-
systemen) van Smith & Nephew.

Estonian Eesti

EE

Moeldud kasutamiseks koos Smith & Nephew
alardhuga haavaravislisteemidega.

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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Finnish

Suomi

FI

Tarkoitettu kaytettavaksi yhdessa Smith &
Nephew'n haavan alipaineimuhoitojarjestelmien
(NPWT-jarjestelmien) kanssa.

French

Francais

FR

Destiné a étre utilisé conjointement avec les
systémes de traitement des plaies par pression
négative de Smith & Nephew (NPWT).

German

Deutsch

DE

Zur Verwendung gemeinsam mit den Smith &
Nephew Unterdruck-
Wundtherapie(NPWT)Systemen.

Greek

EAANVIKG

GR

MpoopileTal yia xprion o€ cuvduaouo HE Ta
ouoTnuarta Bepansiag TpalPATOC UE ApVNTIKNA Migon
(NPWT) tTng Smith & Nephew.

Hungarian

Magyar

HU

Hasznalata a Smith & Nephew negativ nyomasu
sebkezelési (Negative Pressure Wound Therapy,
NPWT) rendszerekkel egydutt javallott.

Italian

Italiano

IT

Previsto per I'uso con i sistemi di terapia a
pressione negativa per il trattamento delle ferite
(NPWT) di Smith & Nephew.

Latvian

LatvieSu

LV

Paredzéts lietoSanai kopa ar Smith & Nephew
negativa spiediena bricu terapiju (negative
pressure wound therapy jeb NPWT) sist€émam.

Lithuanian

Lietuviy

LT

Skirta naudoti kartu su ,,Smith & Nephew" neigiamo
slégio Zaizdy terapijos (angl. ,Negative Pressure
Wound Therapy", NPWT) sistemomis.

Polish

Polski

PL

Przeznaczony do stosowania w potgczeniu z
systemami podcisnieniowego leczenia ran (NPWT)
Smith & Nephew.

Portuguese

Portugués

PT

Destinam-se a ser utilizados com conjunto com
sistemas de terapia de feridas por pressdo negativa
(TFPN) da Smith & Nephew.

Romanian

Romana

RO

Este destinat utilizarii in asociere cu sistemele de
terapie cu presiune negativa pentru vindecarea
plagilor (NPWT) Smith & Nephew.

Slovak

Slovencina

SK

Je uréeny na pouzitie spolu so systémami
negativnej tlakovej lieCby ran Smith & Nephew
(NPWT).

Slovenian

Slovenscéina

SI

Predvideno za uporabo v povezavi s sistemi Smith
& Nephew za zdravljenje ran z negativnim tlakom
(NPWT).

Spanish

Espafiol

ES

Indicado para utilizarse junto con los sistemas de
terapia de heridas de presién negativa (TPN) de
Smith & Nephew.

Swedish

Svenska

SE

Avsedd att anvandas tillsammans med Smith &
Nephew:s system fér sarbehandling med negativt
tryck (NPWT).

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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Appendices - European Language Term Translations:

Appendix no. Language (EN)

Language (Local)

Country Code

Appendix 1 Bulgarian 6bnrapcku e3nk BG
Appendix 2 Croatian Hrvatski HR
Appendix 3 Czech Cesky Jazyk (o4
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 Polish Polski PL
Appendix 16 Portuguese Portugués PT
Appendix 17 Romanian Romana RO
Appendix 18 Slovak Slovencina SK
Appendix 19 Slovenian Slovenscina SL
Appendix 20 Spanish Espafiol ES
Appendix 21 Swedish Svenska SE
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Appendix 1
Language (EN) | Bulgarian (BG) Language (Local) | 6barapcku e3mnk
No. Translated Term
1 | EBPOMENCKA OEKNAPALMSA 3A CbOTBETCTBUE
JeknapaunsaTta noTBbpXAaBa, Ye NOCOYEHUAT NO-A0Y MPOAYKT CbOTBETCTBA Ha:
2 PernameHT 2017/745, [BbBEAETE APYrO YMECTHO EBPOMNENCKO 3aKOHOAATENCTBO, CNOpea
NPUIOXNMOTO] U Ce U3aaBa €ANHCTBEHO Ha OTFOBOPHOCT Ha MMe Ha 3aKOHHMUSA
npomnssoauTen
3 | iIMe Ha npou3sBoauTen
4 | busHec agpec
5 | EanHeH perncrtpaumoHeH Homep (EPH)
6 | Ynb/HOMOLWEH npeactaBuTen 3a EeBpona
7 | BusHec agpec
8 | iIMe Ha npoayKT: (BMXTE NPUNOXKEHMS OMNUC 3a NPOAYKTOBM KOAOBE/KAaTa/lOXHN HOMEpa)
9 | MNpegHasHaveHue: BmxTe Tabnuuata 3a Apyrn esuum
10 | Mpoueaypa 3a oueHsBaHe Ha cboTBeTCcTBMETO ([punoxeHune)
11 | Ime Ha HOTUdMLUMpPaAH opraH
12 | HoMep Ha HOTUdMUMpaH opraH
13 | CeptndmkaTt(n) 3a npoBepka
14 | MoanuncaH oT MMEeTO Ha MMe Ha 3aKOHHWUS Npomn3BoanTen
15 | MNMoanwnc
16 | Nme
17 | ANnbXKHOCT
18 | AdaTta
19 | MectononoxeHue
20 | CnpaBka 3a geknapauuvs 3a CbOTBETCTBUE
21 | NMpoaykToB onuc
22 | NMpoaykToB Koa / KaTanoxeH HoMmep
23 | OnuncaHne Ha npoaykTa unu BapuaHT Ha npoaykTa
24 | Knacudukaumsa B 3aBUCMMOCT OT puUcka
25 | OCHOBEH yHUKaneH naeHTnuKaTop Ha usgenusaTa - uaeHTUUKaTop Ha usgenunaTa
26 | CtaHgaptun / O6bwa(n) cneundukaumnsa(m)
27 | NpepHa3HayeHue: NMpeBoan Ha eBPOMENnCcKn eamum
28 | E3uk

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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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]

Naziv proizvodaca

Adresa proizvodaca

3

4

5 | Jedinstveni registracijski broj (SRN)
6 | Ovlasteni zastupnik za Europu
7

8

9

Adresa ovlastenog zastupnika
Naziv proizvoda: (Sifre proizvoda/kataloske brojeve potrazite u prilozenom dodatku)

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 / Uobicajena specifikacija (Uobicajene specifikacije)

27 | Namjena: prijevodi na europske jezike
28 | Jezik

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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Appendix 3
Language (EN) | Czech (CZ) Language (Local) Cesky Jazyk
No. Translated Term
1 | EVROPSKE PROHLASENI O SHODE
Prohlaseni potvrzuje, ze nize uvedeny vyrobek splfiuje nafizeni 2017/745 [pfipadné
2 | doplnte dalsi pfislusné evropské pravni predpisy], a je vydano na vyhradni zodpovédnost
[oficidlni 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 pFiloZzeny 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 ndzev vyrobce]
15 | Podpis
16 | Jméno
17 | Pozice
18 | Datum
19 | Misto
20 | Prohlaseni o shodé - reference
21 | Soupis vyrobkd
22 | Kéd 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
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Appendix 4
Language (EN) | Danish (DK) Language (Local) | Dansk
No. Translated Term

1 | EUROPAISK OVERENSSTEMMELSESERKLARING

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

Fabrikantens navn

Virksomhedsadresse

Individuelt registreringsnummer (Single Registration Number, SRN)

Virksomhedsadresse

Produktnavn: (se vedlagte bilag for produktkoder/katalognumre)

3
4
5
6 | Autoriseret europaisk repraesentant
7
8
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 pé vegne af [Juridisk fabrikantnavn]
15 | Underskrift

16 | Navn

17 | Position
18 | Dato

19 | Placering

20 | Overensstemmelseserklzering, reference

21 | Produktbilag

22 | Produktkode/katalognummer

23 | Produktbeskrivelse eller produktvariant

24 | Risikoklasse

25 | Grundleeggende UDI-DI

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

27 | Tilsigtet brug: Oversaettelser pa europaeiske sprog
28 | Sprog
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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
2 2017/74_15, [andere reIevante_Eurppese wetgeving invo_(_agen_ 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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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 Gigusakt, 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
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 Tdlked Euroopa keeltesse
28 | Keel
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Appendix 7
Language (EN) | Finnish (FI) Language (Local) | Suomi
No. Translated Term
1 | EUROOPPALAINEN VAATIMUSTENMUKAISUUSVAKUUTUS
Vakuutuksella vahvistetaan, etta jaljempana mainittu tuote tayttaa: Asetuksen 2017/745,
2 [téhérj tulee Ii_sété muu_asiaan liittyva eurooppalainen lainsaadantd si_kéli kuin sit_éi _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 esitetdaan 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 Kaanndkset Euroopan kielilla
28 | Kieli
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Appendix 8
Language (EN) | French (FR) Language (Local) | Francgais
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 Iégal
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 lI'organisme notifié
12 | N° de l'organisme notifié
13 | Certificat(s) de vérification
14 | Signé au nom de Nom du fabricant légal
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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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 Anforc_l_grungen entspricht: _Verorc!ng_ngen 20_17/74_5,_ [ggf. andere einsch_!égi_ge
europaische Rechtsvorschriften einfiigen]. Die alleinige Verantwortung flr 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 beigefiigtes Verzeichnis)
9 | Verwendungszweck: Andere Sprachen siehe Tabelle
10 | Konformitatsbewertungsverfahren (Anhang)
11 | Name der benannten Stelle
12 | Nummer der benannten Stelle
13 | Prufzertifikat(e)
14 | Unterzeichnet im Auftrag von Name des Herstellers
15 | Unterschrift
16 | Name
17 | Position
18 | Datum
19 | Standort
20 | Konformitatserklarung - 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 européische Sprachen
28 | Sprache
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Appendix 10

Language (EN) | Greek (GR) Language (Local) | EAAnvika
No. Translated Term
1 EYPQMAIKH AHAQ>H SYMMOP®Q>H>
H dnAwon eniBeBaiwvel 0TI To Npoidv Nou avapePETAl NApAKAT®W NANPOi: TOUG
5 Kavowo'pobq 2017/745,' [ouun)\r]'p(bO'ra AaAAn 0x£T|I|<r'1 supwno'lkr'] vouoesqia qu)\oya HE
TNV nepintwon] kai ekdideTal uno TNV ANOKAEIOTIKN €uBUVN TOU [ENWVUMiIa VOUIKOU
KaTaokeuaoTn]
3 | Enwvupia KaTtaokeuaoTn
4 | AieBuvon enixeipnong
5 | Evidgiog apiBudcg kataxwpiong (SRN)
6 | EEoudiodoTnuévoc avTinpoownog oTnv Eupwnn
7 | AilebBuvon enixgipnong
8 Ovopa'cia npoiovTog: (BA. ouVNUUEVO NAPAPTNHA KWIIKWV NPoiovTwv/apiOpwv
KaTaAoyou)
9 | MpoBAenduevn xpnon: BA. nivaka yia aAAeG YAWOOEG
10 | Aiadikaoia eKTiNNONG TG CUMMOPPWoNG (napapTnua)
11 | Enwvupia kolvonoinuévou opyaviouou
12 | Ap1Buodc Kolvonoinuévou opyaviouou
13 | MioTonoinTikd(a) enaAnbsuong
14 | Ynoypao®n €§ ovopaTog Tou [enwvupia vOuIPou KaTaokeuaoTn]
15 | Ynoypaon
16 | OvopaTENWVUHO
17 | TiTAog
18 | Huepounvia
19 | TonoBeaoia
20 | Avagopa dNAWONG CUPHOPPWONG
21 | NapdpTnua npoidvTwv
22 | Kwdikog npoiovTog/ApiBuog kaTtaAoyou
23 | Nepiypan npoidvToc f napaAAayrn npoiovTog
24 | Ta&ivounon kivdouvou
25 | Baoikd UDI-DI
26 | Npotuna/Koivi(eg) npodiaypadn(€g)
27 | NpoBAenduevn xpnon: HETaPPACEIC OE EUPWNAIKEC YAWOOEG
28 | NAwooa
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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 kovetkezOknek: A
2 | 2017/745 rendeletek, [értelemszer(ien illessze be ide az egyéb fontos eurdpai
jogszabalyokat], és kiadasa a [gyarto hivatalos neve] kizardlagos felelGsségére torténik
3 | A gyartd neve
4 | Székhelye
5 | Egyedi nyilvantartasi szam (SRN)
6 | Meghatalmazott eurdpai képvisel6
7 | Székhelye
8 | A termék neve: (lasd a mellékelt listat a termékkodokat/katalogusszamokat illetdéen)
9 | Rendeltetésszer( hasznalat: Az egyéb nyelveket lasd a tablazatban
10 | MegfelelGségértékelési eljaras (melléklet)
11 | Kijeldlt szervezet neve
12 | Kijelolt szervezet szdma
13 | Hitelesitési tanusitvany(ok)
14 | Aldirva a [gyarto hivatalos neve] nevében
15 | Aldiras
16 | Név
17 | Beosztas
18 | Datum
19 | Hely
20 | A medfelel6ségi nyilatkozat hivatkozasa
21 | Terméklista
22 | Termékkdod/kataldgusszam
23 | A termék leirdasa vagy termékvaltozat
24 | Kockéazatbesorolas
25 | Alap UDI-DI
26 | Szabvanyok / altaldnos specifikacid(k)
27 | A rendeltetésszer( hasznalat eurdpai nyelvre tértént 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 e 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
[razotadja juridiskais nosaukums] atbildibu
3 | Razotdja nosaukums
4 | Uznémuma adrese
5 | Vienotais registracijas numurs (VRN)
6 | Pilnvarotais parstavis Eiropa
7 | Uznémuma adrese
8 | Produkta nosaukums: (produkta kodus/kataloga numurus skatit pievienotaja pielikuma)
9 | Paredzéta lietoSana: informaciju par citam valodam skatit tabula
10 | Atbilstibas novértésanas procedira (Pielikums)
11 | Pazinotas struktiras nosaukums
12 | Pazinotas struktlras 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 | Paredzéta 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 | [iterpti 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 Zzitrékite priede)
9 | Paskirtis: kitomis kalbomis zilirékite 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 Apibudinimas arba Produkto Variantas
24 | Rizikos Klasifikacija
25 | Pagrindinis UDI
26 | Standartai / Bendroji specifikacija (-0s)
27 | Numatomi vartoti Europos Saliy kalby vertimai
28 | Kalba
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Appendix 15

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 odpowiedzialno$¢ 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 / wspolne specyfikacje
27 | Ttumaczenia tekstu dotyczgcego przeznaczenia produktu na jezyki europejskie
28 | Jezyk
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Appendix 16

Language (EN) | Portuguese (PT) Language (Local) | Portugués

No. Translated Term

1 | DECLARACAO DE CONFORMIDADE EUROPEIA

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

Nome do fabricante

Endereco da empresa

NUmero Unico de registo (NUR)

Endereco da empresa
Nome do produto: (consulte o anexo quanto a codigos de produtos/nimeros de catalogo)

3
4
5
6 | Representante Europeu Autorizado
7
8
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 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 | Cbdigo de produto / Numero de catalogo

23 | Descricao do produto ou variante do produto

24 | Classificacao de risco
25 | UDI-DI basico
26 | Normas / Especificacao(des) comum(ns)

27 | Tradugdes da Finalidade para idiomas europeus
28 | Idioma
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Appendix 17

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
2 | 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 (CUI)
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
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 18

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 spolocCnosti
8 | Nazov produktu: (pozri prilozeny dodatok s kddmi vyrobkov/kataldgovymi Cislami)
9 | Pldnované pouzitie: DalSie 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 vyhlasenie o zhode
21 | Tabulka vyrobkov
22 | Kéd vyrobku / katalégové Cislo
23 | Popis produktu alebo variant produktu
24 | Klasifikacia rizika
25 | Zakladny identifikadtor UDI-DI
26 | Normy / spolocné Specifikacie
27 | Planované pouzitie prekladov z jazykov EU
28 | Jazyk

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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Appendix 19

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]

Ime proizvajalca

Poslovni naslov

3

4

5 | Enotna registrska Stevilka (SRN)
6 | Pooblasceni zastopnik za Evropo
7

8

9

Poslovni naslov

Ime izdelka: (glejte prilozen dodatek s kodami/kataloSkimi Stevilkami izdelkov)

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

14 | Podpisano v imenu Ime zakonitega proizvajalca

15 | Podpis

16 | Ime

17 | Delovno mesto
18 | Datum

19 | Kraj

20 | Referenca Izjave o skladnosti
21 | Dodatek z izdelki

22 | Koda/kataloska stevilka izdelka
23 | Opis izdelka ali razlic¢ica izdelka

24 | Razvrscanje v razred tveganija

25 | Osnovni UDI-DI

26 | Standardi/splosne specifikacije

27 | Prevodi predvidene uporabe v evropske jezike
28 | Jezik

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02
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Appendix 20

Language (EN) | Spanish (ES) Language (Local) | Espafiol
No. Translated Term
1 | DECLARACION UE DE CONFORMIDAD
Esta declaracion confirma que el producto indicado a continuacién cumple con lo estipulado
5 | €n el I_Qegl_a,mento (UE) _2017/_745, [inclui_r otras normat_i_vas europeas pertinentes que sean
de aplicacion] y se publica bajo la exclusiva responsabilidad de [Nombre legal del
fabricante]
3 | Nombre del fabricante
4 | Domicilio social
5 | Numero de registro Unico (SRN)
6 | Representante autorizado en Europa
7 | Domicilio social
8 Nombre del producto: (véase el apéndice para comprobar los cédigos/numeros de catalogo
de los productos)
9 | Uso previsto: véase la tabla para consultar otros idiomas
10 | Procedimiento de evaluacion de la conformidad (anexo)
11 | Nombre del organismo notificado
12 | Numero del organismo notificado
13 | Certificados de verificacién
14 | Firmado en nombre de [Nombre legal del fabricante]
15 | Firma
16 | Nombre
17 | Puesto
18 | Fecha
19 | Ubicacién
20 | Referencia de la declaracion de conformidad
21 | Apéndice del producto
22 | Codigo/numero de catélogo del producto
23 | Descripcion o variante del producto
24 | Clasificacion del riesgo
25 | UDI-DI basica
26 | Normas/especificaciones comunes
27 | Uso previsto: traducciones a idiomas europeos
28 | Idioma

This document has been compiled in accordance with PRO-202692 Rev.03/FRM-405620 Rev.02

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 24 of 25




DocuSign Envelope ID: 06A292BA-043D-4D38-BCCE-D68F22829EB9

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 21

Language (EN) | Swedish (SE) Language (Local) | Svenska
No. Translated Term
1 | EUROPEISK FORSAKRAN OM OVERENSSTAMMELSE
Denna forsakran bekraftar att produkten som anges nedan uppfyller: kraven i ft‘)rordnigg
2 | 2017/745, [infoga annan relevant Europeisk lagstiftning om tillampligt] och utfardas pa
eget ansvar av [tillverkarens namn]
3 | Tillverkarens namn
4 | Foretagsadress
5 | Eudamed-registreringsnummer (SRN)
6 | Auktoriserad representant i Europa
7 | Féretagsadress
8 | Produktnamn: (se den bifogade oversikten for produktkoder/katalognummer)
9 | Avsedd anvéndning: Se tabellen fér andra sprak
10 | Procedur fér bedémning av dverensstdammelse (bilaga)
11 | Anmalda organets namn
12 | Anmalda organets identifikationsnummer
13 | Verifieringscertifikat
14 | Undertecknat pa [tillverkarens namn]:s vagnar
15 | Underskrift
16 | Namn
17 | Befattning
18 | Datum
19 | Placering
20 | Referens for forsakran om overensstammelse
21 | Produktoéversikt
22 | Produktkod/katalognummer
23 | Produktbeskrivning eller produktvariant
24 | Riskklassificering
25 | Grundlaggande UDI-DI
26 | Standarder/gemensam(ma) specifikation(er)
27 | Avsedd anvandning av dversattningar till europeiska sprak
28 | Sprak
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EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 737173 R0O00

CUDERT

By Royal Charter

Manufacturer: Smith & Nephew Medical Ltd

Address:

101 Hessle Road
Hull

HU3 2BN

United Kingdom

Single Registration Number: Not Available

EU Authorised Representative: Smith & Nephew Operations B.V.

Address:
Bloemlaan 2
2132 NP
Hoofddorp

The Netherlands

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex XI part A,
the quality system meets the requirements of the Regulation. For the placing on the market of Class III and Class IIb
devices an additional Annex X certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

(onn C el

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2021-06-07 Date: 2021-06-07 Expiry Date: 2026-06-06

..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

GILSSE CUDERT

By Royal Charter

MDR 737173 R0O00

Device Schedule: Class I1a, Custom-made and other devices

Device(s) Risk Classification
Low adherent absorbent dressings Class Is
Non-woven dressings Class Is
Catheter dressings Class Is
Catheter fixation dressings Class Is
Non-woven adhesive dressings Class Is
Skin stapler handle Class Is
Absorbent tracheostomy dressings Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

First Issued: 2021-06-07 Date: 2021-06-07 Expiry Date: 2026-06-06
..making excellence a habit’

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

GILSSE CUDERT

By Royal Charter

MDR 737173 R0O00

Certificate History

Date Reference number Action
Current 3258304 Issued
First Issued: 2021-06-07 Date: 2021-06-07 Expiry Date: 2026-06-06

..making excellence a habit’

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EUROPEAN DECLARATION OF CONFORMITY

This Declaration confirms that the product listed below meets the Essential Requirements set out in Annex | of
the Council Directive 93/42/EEC (as amended).

Manufacturer’s
Name :

Smith & Nephew Medical Limited

Representative

Business 101 Hessle Road,
Address: Hull,
HU3 2BN,
United Kingdom.
Authorised Smith & Nephew Orthopaedics GmbH,

Alemannenstrafe 14,
78532 Tuttlingen,
Germany

Medical
Devices:

RENASYS-F Foam Dressing kit with Soft Port
RENASYS Soft Port
Foam Wound Dressing for use with PICO and RENASYS NPWT Systems

Classification:

Class llb

GMDN Code 34059 — Wound dressing kit, medicated, sterile

and Term:

Scope of All batches supplied to which the Declaration of Conformity Procedure has been applied.

Application:

Declaration: Conformity of the product has been assessed in accordance with Annex Il of the Directive.
A dossier of technical documentation, as required by the Directive is available. The product
listed is designed, manufactured and tested in accordance with the information set out in
the dossier.

Verification EC Certificate No. CE 00356 Full Quality Assurance.

Certificate(s): Notified Body No. 2797 (British Standards Institution)
British Standards Institution. Certificate No. MD 76718 Quality Management System (BS
EN ISO 13485)
British Standards Institution. Certificate No. FM 24676 Quality Management System (BS
EN ISO 9001)

Standards BS EN IS0 9001:2015

Applied:

BS EN ISO 13485: 2016/A11:2021
EN ISO 10993-1:2020

BS EN ISO 10993-3:2014

BS EN ISO 10993-5:2009

BS EN ISO 10993-7:2008/AC:2009
BS EN ISO 10993-10:2023

BS EN ISO 10993-11:2018

BS EN ISO 10993-12:2021

BS EN ISO 10993-17: 2009

BS EN ISO 10993-18:2020

BS EN ISO 10993-23:2021

BS EN 556-1:2001/AC:2006

BS EN ISO 20417:2021

BS EN ISO 780:2015

BS EN ISO 15223-1:2016

BS EN ISO 11135:2014/A1:2019
BS EN ISO 11607-1:2020

ISO 11607-2:2019

BS EN ISO 11737-1:2018+/A1:2021
BS EN ISO 11737-2:2020

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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BS EN ISO 14644-1:2015
BS EN ISO 14971: 2019/A11:2021
ISTA 2A
Product Codes: Code Size
66800794 Small Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 10cm x 8cm
x 3cm/3.9in x 3.1in x 1.2in, c) 1 Drape 8in x 12in or 20cm x 30cm
66800795 Medium Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 20cm x 12.5
cm x 3cm/ 7.9in x 4.9in x 1.2in, c) 2 Drape 8in x 12in or 20cm x 30cm
66800799 N/A — one size
66800796 Large Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 25cm x
15cm x 3cm, ¢) 3 Drape 8in x 12in or 20cm x 30cm
66800797 X-Large Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 50cm x
63cm x 1.5¢cm, ¢) 6 Drape 8in x 12in or 20cm x 30cm
66801021 10cm x 12.5cm
66801668 Small Kit. Kit component sealed inside a pouch. 5 pouches inside a
bag
66801669 Medium Kit. Kits component sealed inside a pouch. 5 pouches inside a
bag.
66801670 Large Kit. Kits component sealed inside a pouch. 5 pouches inside a
bag
66801671 X-Large Kit. Kits component sealed inside a pouch. 5 pouches inside a
bag
66801673 Soft Port kits component sealed inside a pouch. 5 pouches inside a
bag
Authorised Signatory:
Name: Andrew Daglish

Position:
Regulatory Affairs Manager

DocuSigned by:
Signed: (_‘“7&
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Signing Reason: | approve this document
Signing Time: 10-Apr-2024 | 19:11:00 BST
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Certificate Reference: HU/135 issue 017
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