English

@ Biosense Webster.

PART OF THE gru-ﬂwmzuq%o-ﬁvmuu FAMILY OF COMPANIES

EU DECLARATION OF CONFORMITY

Manufacturer’s Name

Biosense Webster, Inc.

Manufacturer’s Address

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Manufacturer’'s
Single Registration

US-MF-000014219

Number (SRN)
Authorized Biosense Webster
Representative’s Name A Division of Johnson & Johnson Medical NV/SA
and Address Leonardo da Vincilaan 15
1831 Diegem, Belgium
Authorized BE-AR-000012231

Representative’s Single
Registration Number
(SRN)

Technical Documentation
Number

TD0023

Product and Trade
Name(s)

CARTO™ 3 System External Reference Patches

Product Code(s)/Product
Range and Description

Product Code Biosense Product description
Webster, Inc.
Code
CREFP6 D-1283-02 CARTO™ 3 System
External Reference Patches

Intended Purpose

The Biosense Webster CARTO™ 3 System External Reference Patches are
indicated for use with the CARTO™ 3 System to provide a means of
attachment of the patch sensor cable to the patient in order to convey catheter
location.

Classification

Class | (Annex VIII, Rule 1)

GMDN Code 46007

EMDN Code C0280

Basic UDI-DI 08468350a0001EP

RoHS We Biosense Webster, Inc., hereby declare the above listed Medical Device(s) complies

with the European Restriction of Hazardous Substances (RoHS) Directive (2011/65/EU)
on the restriction of the use of certain hazardous substances in electrical and electronic
equipment.

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer

We, Biosense Webster, Inc., hereby declare the above listed Medical Device(s) complies with Medical Device

Regulation (EU) 2017/745.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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SIGNATURE SECTION

Place of Issue

Signature

Name/Title

Signature

Name/Title

Refer to Manufacturer’'s Address above

Diana Bordley

Sr. Director of Regulatory Affairs

Maria Jose Arana
Sr. Director of Quality Compliance

Date | Refer to digital
signature

Date | Refer to digital
signature

Manufacturer’s Person Responsible for Regulatory Compliance

Note: The English DoC is considered the "EN Master DoC". The dated signature present in the “EN Master DoC" will
represent the date the validity for any translated DoCs.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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EAAnvika (Greek)

@ Biosense Webster.

PART OF THE gre{"vmunqgwﬁmwwl. FAMILY OF COMPANIES

AHAQIH 2YMMOP®Q>HX EE

‘Ovopa KATOOKEUNOTH

Biosense Webster, Inc.

Aig0Buvon KATAOKEUOAOTH

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Eviaiog ApiBuog
Kataxwpnong
KaraokeuaoTr (SRN)

US-MF-000014219

Ovopa kai d1evbuvon
ESouoiodoTnuévou
AvTITTpOCWTTOU

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Eviaiog apiBuég
KaTaxwpnong
EouoiodoTnpévou
AvTirpoowTtrou (SRN)

BE-AR-000012231

ApIOuOG TEXVIKOU
@aKéAou

TD0023

Ovopacia(eg) TpoidvTog
Kol EYTTOPIKA(£G)
EMWVUHia(eg)

CARTO™ 3 System External Reference Patches

Kwdikog(oi)
TPOIGVTOG(WV)/Zelpd Kal
TTEPIYPAPN TTPOIOVTWYV

Ovouagcia TpoidvTog Kwdikog Kwdikog
Biosense TTPOIOVTOG
Webster, Inc.

CARTO™ 3 System External D-1283-02

Reference Patches CREFP6

MpoBAerépevn xpRon

Ta e§wTepikd emBEépaTa avapopdg yia 1o ouotnua CARTO™ 3 1n¢ Biosense Webster
evoeikvuvtal yia xprion pe 1o guotnua CARTO™ 3 yia Tnv TTapoxn £vog Yéoou
TTPOCAPTNONG TOU KaAwdiou aioBNTAPa €MIBEUATOG GTOV A0BEV, TTPOKEINEVOU VA
peTadideTal n 6€on Tou KaBETAPA.

Tagivounon Katnyopia | (Mapaptnua VI, Kavévag 1)
Kwdik6¢ GMDN 46007

Kwdik6g GMDN C0280

Ty BaoikoU UDI-DI 08468350a0001EP

RoHS

Epeig, n Biosense Webster, Inc, dnAwvoupe pe 1o Tapdv OTI To(TA) TTPOOAVAPEPOUEVO(Q)
1aTpoTEXVOAOYIKO(&) TTPOidV(TA) CUPHOPPWVETAI(OVTAI) PE TNV EUPWTTAIKA 0dnyia yia Tov
TTEPIOPIOHO TWV ETTIKIVOUVWYV ouciwv (RoHS) (2011/65/EE) OXETIKG PE TOV TTEPIOPICUO
TNG XPrIONG OPICHEVWV ETTIKIVOUVWY OUCIWV O NAEKTPIKO Kal NAEKTPOVIKO EOTTAIGHO.

H mapouca ARAwon cuppépewong EE ekdideTal Je TNV AITOKAEICTIKI £UBUVN TOU KOTOOKEUAOTH.

Eueig, Biosense Webster, Inc., 81d Tou TapovTog dnAWVOUE OTI TO TTPOAVAPEPOUEVO IATPOTEXVOAOYIKO TTPOIOV
(A TpoidvTa) cuppopewveTal(ovTal) Ye Tov Kavoviouo yia Ta latpotexvoAoyikda Mpoidvta (EE) 2017/745.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Znueiwon: To ayyAikéd £yypago Bewpeital wg 10 "EN KUpIo éyypao”. H xpovoAoynuévn utroypaen ato "EN kUpio
£yypa@o" Ba avTITTpOoWTTEVUEI TV NUEPONNVIO EYKUPOTNTAG TWV OTTOIWVOATIOTE HETOPPATUEVWYV EYYPAPWV.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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Tiirkge (Turkish)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

AB UYGUNLUK BEYANI

Ureticinin Adi

Biosense Webster, Inc.

Ureticinin Adresi

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Ureticinin Egsiz Kayit
Numarasi (SRN)

US-MF-000014219

Yetkili Temsilcinin Adi
ve Adresi

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Yetkili Temsilcinin Egsiz
Kayit Numarasi (SRN)

BE-AR-000012231

Teknik Belge Numarasi

TD0023

Uriin ve Marka Ad(lar)i

CARTO™ 3 System External Reference Patches

Uriin Kodlari/Uriin
Cesitliligi ve Aciklamasi

Uriin Adi Biosense Uriin Kodu
Webster, Inc.
kodu
™ - -
CARTO™ 3 System External D-1283-02 CREFP6
Reference Patches

Hedeflenen Amag

Biosense Webster CARTO™ 3 Sistemi Dis Referans Yamalari yama sensor kablosunun
kateter konumunu iletmek amaciyla hastaya baglanmasini saglamak icin CARTO™ 3
Sistemi ile kullaniimak Uzere tasarlanmislardir

Siniflandirma

Sinif | (Ek VIII, Kural 1)

GMDN Kodu 46007
EMDN Kodu C0280
Temel UDI-DI degeri 08468350a0001EP

RoHS

Biosense Webster, Inc., olarak yukarida listelenen Tibbi Cihaz(lar)in, elektrikli ve
elektronik ekipmanlarda belirli tehlikeli maddelerin kullaniminin sinirlandiriimasina iligkin
Avrupa Tehlikeli Maddelerin Sinirlandiriimasi (RoHS) Direktifine (2011/65/AB) uygun
oldugunu beyan ederiz.

isbu AB Uygunluk Beyani, yalnizca Ureticinin sorumlulugu kapsaminda verilir.

Biosense Webster, Inc., olarak yukarida listelenen Tibbi Cihaz(lar)in (AB) 2017/745 sayili Tibbi Cihaz Yénetmeligi ile
uyumlu oldugunu beyan ederiz.

SIGNATURE SECTION

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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Place of Issue Refer to Manufacturer’s Address above
Signature Date
Name/Title Diana Bordley
Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana
Sr. Director of Quality Compliance
Manufacturer’s Person Responsible for Regulatory Compliance
Not: ingilizce Belge, “Ingilizce Ana Belge” olarak kabul edilir. “ingilizce Ana Belge” iginde yer alan tarihli imza, gevirisi

yapiimig tim belgeler icin gecerlilik tarihini temsil edecektir.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J DoC-MDR-BWI-TD0023-01 Rev D
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Svenska (Swedish)

@ Biosense Webster.

PART OF THE gu-ﬁl/mmqgo-ﬁ/vmﬂ FAMILY OF COMPANIES

EU-forsdakran om 6verensstammelse

Tillverkarens namn

Biosense Webster, Inc.

Tillverkarens adress

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Tillverkarens
Eudamed-registreringsnummer
(SRN)

US-MF-000014219

Auktoriserad representants namn
och adress

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Auktoriserad representants
Eudamed-registreringsnummer
(SRN)

BE-AR-000012231

Tekniskt dokumentationsnummer

TD0023

Produktnamn och handelsnamn

CARTO™ 3 System External Reference Patches

Produktkod(er)/Produktsortiment
och beskrivning

Produktnamn Biosense Produktkod
Webster, Inc. kod
™ - |
CARTO™ 3 System External D-1283-02 CREFP6
Reference Patches

Avsett andamal

Biosense Webster CARTO™ 3-systemets externa referenspatchar ar indikerade
for anvandning med CARTO™ 3-systemet for att tillhandahalla ett satt for
anslutning av patchsensorkabeln till patienten for att dverféra kateterplacering

Klassificering

Klass | (bilaga VIII, regel 1)

GMDN-kod 46007
EMDN-kod C0280
Grundlég_gande UDI-DI-varde 08468350a0001EP

RoHS

Biosense Webster, Inc foérsakrar harmed att ovan angivna medicintekniska
produkter uppfyller EU-direktiv 2011/65/EU om begransning av anvandning av
vissa farliga @mnen i elektrisk och elektronisk utrustning.

Denna EU-férsékran om éverensstdmmelse ges ut pa tillverkarens ansvar.

Vi, Biosense Webster, Inc., intygar harmed att ovan namnda medicintekniska produkter efterlever kraven i EU-
férordningen om medicintekniska produkter 2017/745.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Obs! Den engelska EU-férsakran om éverensstammelse betraktas som originaldokument (EN Master DoC). De
daterade namnteckningarna i originaldokumentet ska representera giltighetsdatum fér eventuella 6versatta EU-
forsakringarna om éverensstammelse.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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Suomi (Finnish)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

EU-VAATIMUSTENMUKAISUUSVAKUUTUS

Valmistajan nimi

Biosense Webster, Inc.

Valmistajan osoite

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Valmistajan
yksil6llinen
rekisterointitunnus
(SRN)

US-MF-000014219

Valtuutetun edustajan
nimi ja osoite

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Valtuutetun edustajan
yksilollinen
rekisterdintitunnus
(SRN)

BE-AR-000012231

Teknisen asiakirjan
numero

TD0023

Tuote- ja kauppanimi
(tai -nimet)

CARTO™ 3 System External Reference Patches

Tuotekoodi(t) /
tuotetyyppi ja -kuvaus

Tuotenimi Biosense Tuotekoodi
Webster, Inc.
koodi
™ - -
CARTO™ 3 System External | D-1283-02 CREFP6
Reference Patches

Kayttotarkoitus

Biosense Webster CARTO™ 3 -jarjestelman ulkoiset referenssielektrodit on tarkoitettu
kaytettaviksi CARTO™ 3 -jarjestelman kanssa pintaelektrodin anturikaapelin
kiinnittamiseksi potilaaseen katetrin sijainnin paikantamista varten.

Luokitus Luokka I (liite VIII, sdant6 1)
GMDN-koodi 46007

EMDN-koodi C0280

Basic UDI-DI -arvo 08468350a0001EP

RoHS

Me Biosense Webster, Inc., tdten vakuutamme, etta edelld mainittu ladkinnallinen laite
(laitteet) on EU:n vaarallisten aineiden rajoittamista koskevan (RoHS) direktiivin
2011/65/EU mukainen koskien tiettyjen vaarallisten aineiden kayton rajoittamista sahko- ja
elektroniikkalaitteissa.

Tama EU-vaatimustenmukaisuusvakuutus annetaan valmistajan yksinomaisella vastuulla.

Me Biosense Webster, Inc., vakuutamme, Inc., etté edella mainittu Iaakinnallinen laite (laitteet) on 1aakinnallisia laitteita
koskevan asetuksen (EU) 2017/745 mukainen.

SIGNATURE SECTION |

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Huomaa: Englanninkielinen vaatimustenmukaisuusvakuutus (DoC) vastaa asiakirjaa "EN Master DoC”. Paivatyt
allekirjoitukset "EN Master Doc” -asiakirjassa edustavat kaikkien kdannettyjen vaatimustenmukaisuusvakuutusten
voimassaolopaivaa.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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Slovensgéina (Slovenian)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

IZJAVA EU O SKLADNOSTI

Ime proizvajalca

Biosense Webster, Inc.

Naslov proizvajalca

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Enotna registrska
Stevilka proizvajalca
(SRN)

US-MF-000014219

Ime in naslov
pooblascéenega
predstavnika

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Enotna registrska
Stevilka pooblaséenega
predstavnika (SRN)

BE-AR-000012231

Stevilka tehniéne
dokumentacije

TD0023

Ime(-na) izdelka in
trgovsko(-a) ime(-na)

CARTO™ 3 System External Reference Patches

Sifra(-e) izdelka / nabor
izdelkov in opis

Ime izdelka Biosense Webster, | Sifra izdelka
Inc. Code

CARTO™ 3 System D-1283-02

External Reference CREFP6

Patches

Predvideni namen

Zunaniji referencni oblizi Biosense Webster za sistem CARTO™ 3 so namenjeni uporabi s
sistemom CARTO™ 3 in predstavljajo nacin pritrditve senzorskih kablov na bolnika, ki
posredujejo informacije o legi katetra.

Razvrscéanje Razred | (dodatek VIII, pravilo 1)
Sifra GMDN 46007

Sifra EMDN C0280

Osnovna vrednost UDI- | 08468350a0001EP

DI

RoHS

Biosense Webster, Inc., izjavljamo, da je/so zgoraj navedeni medicinski pripomocek(-i)
skladen(-i) z evropsko Direktivo 2011/65/EU o omejevanju uporabe nekaterih nevarnih
snovi v elektriCni in elektronski opremi.

Ta izjava EU o skladnosti je izdana na lastno odgovornost proizvajalca.

Biosense Webster, Inc., izjavljamo, da so zgoraj navedeni medicinski pripomocki v skladu z Uredbo o medicinskih
pripomockih (EU) 2017/745.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Opomba: angleska razli€ica izjave o skladnosti je »"EN Master DoC«. Datiran podpis v dokumentu »EN Master DoC«

bo predstavljal datum veljavnosti tudi za vse prevedene izjave o skladnosti.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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Slovensky (Slovak)

@ Biosense Webster.

PART OF THE gu-ﬁmwqucﬁ/vmﬂ FAMILY OF COMPANIES

EU VYHLASENIE O ZHODE

Nazov vyrobcu

Biosense Webster, Inc.

Adresa vyrobcu

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Jediné registracné
Cislovyrobcu (SRN)

US-MF-000014219

Nazov a adresa
splnomocneného
zastupcu

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Jedinné registraéné éislo
splnomocneného
zastupcu (SRN)

BE-AR-000012231

Cislo technickej
dokumentacie

TD0023

Nazov(-vy) a obchodny(-
€) nazov(-vy) vyrobku

CARTO™ 3 System External Reference Patches

Kody
vyrobkov/radvyrobkov
a opis vyrobkov

Nazov vyrobku Kody Biosense Kody vyrobku
Webster, Inc.
™ - i
CARTO™ 3 System External D-1283-02 CREFP6
Reference Patches

Ucel uréenia

Externé referen¢né podlozky Biosense Webster systému CARTO™ 3 su indikované na
pouzitie so systémom CARTO™ 3 a umozfiuju pripojenie podloZzkového senzorového
kabla k pacientovi a prenasanie informacii o polohe katétra

Klasifikacia Trieda | (dodatok VIII, pravidlo 1)
Kéd GMDN 46007

Kéd EMDN C0280

Hodnota zakladného UDI- | 08468350a0001EP

DI

RoHS

My, Biosense Webster, , tymto vyhlasujeme, Ze zdravotnicke pomocky uvedené vyssie
splhaju podmienky eurépskej smernice (2011/65/EU) o obmedzeni pouzivania
niektorych nebezpecnych latok (RoHS) v elektrickych a elektronickych zariadeniach.

Toto EU vyhlasenie o zhode sa vydava na vyhradni zodpovednost vyrobcu.

My, Biosense Webster, Inc., tymto vyhlasujeme, Ze zdravotnicke pomécky uvedené vyssie spifiaju podmienky
nariadenia o zdravotnickych poméckach (EU) 2017/745.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
Page 13 of 48



SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Sr. Director of Quality Compliance

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Manufacturer’s Person Responsible for Regulatory Compliance

Poznamka: Vyhlasenie o zhode v angli¢tine sa povazuje za ,Hlavné vyhlasenie o zhode v EN“. Podpis s
datumom v ,Hlavnom vyhlaseni o zhode v EN® bude predstavovat platnost akychkolvek preloZzenych

vyhlaseni o zhode.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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Roména (Romanian)

@ Biosense Webster.

PART OF THE gu-ﬁmwqucﬁ/vmﬂ FAMILY OF COMPANIES

DECLARATIE DE CONFORMITATE UE

Denumire producator

Biosense Webster, Inc.

Adresa producator

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Numar unic de
inregistrare (SRN)
producator

US-MF-000014219

Denumire si adresa
reprezentant autorizat

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Numar unic de
inregistrare (SRN)
reprezentant autorizat

BE-AR-000012231

Numar documentatie
tehnica

TD0023

Denumire produs si
denumire(i) comerciala(e)

CARTO™ 3 System External Reference Patches

Cod(uri) produs/Gama si
descriere produs

Denumire produs Cod Biosense Cod produs
Webster, Inc.
™ - -
CARTO™ 3 System External D-1283-02 CREEPS
Reference Patches

Scop propus

Patch-urile de referinta externa pentru sistemul Biosense Webster CARTO™ 3 sunt
indicate pentru utilizare impreuna cu sistemul CARTO™ 3 pentru a asigura o modalitate
de atasare la corpul pacientului a cablurilor de senzor ale patch-urilor, in vederea redarii
locatiei cateterului.

Clasificare Clasa | (Anexa VI, Regula 1)
Cod GMDN 46007

Cod EMDN C0280

Valoarea UDI-DI de baza 08468350a0001EP

RoHS

Noi Biosense Webster, Inc., declaram prin prezentul document ca dispozitivul(ele)
medical(e) de mai sus respecta Directiva europeana (2011/65/UE) privind restrictiile de
utilizare a anumitor substante periculoase (RoHS) legata de restrictiile de utilizare a
anumitor substante periculoase Tn echipamentele electrice si electronice.

Prezenta Declaratie de conformitate UE este emisa pe raspunderea exclusiva a producatorului.

Noi, Biosense Webster, Inc., declaram prin prezenta ca dispozitivul/dispozitivele medical(e) de mai sus respecta
Regulamentul (UE) 2017/745 privind dispozitivele medicale.
Prezenta declaratie se intocmeste in baza:

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Nota: Declaratia de conformitate in limba engleza este considerata ,Declaratia de Conformitate EN Master”.
Semnatura datata indicata in documentul ,EN Master Doc” va reprezenta data de valabilitate a oricaror declaratii de
conformitate traduse.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J
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Portugués (Portuguese)

@ Biosense Webster.
ar 0 THE ofimmwon o

DECLARAGAO DE CONFORMIDADE DA UE

FAMILY OF CO

Nome do fabricante

Biosense Webster, Inc.

Endereco do fabricante

31 Technology Drive, Suite 200, Irvine, California 92618 USA

NuUmero unico de registo
do fabricante (SRN)

US-MF-000014219

Nome e enderego do
representante autorizado

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Numero Unico de
registodo representante
autorizado (SRN)

BE-AR-000012231

Numero da
documentacao técnica

TD0023

Nome(s) comercial(is) e
do produto

CARTO™ 3 System External Reference Patches

Codigo(s) do
produto/gama e
descrigao do produto

Nome do produto Codigo Biosense | Cédigo do
Webster, Inc. produto
™ - -
CARTO™ 3 System External D-1283-02 CREFP6
Reference Patches

Finalidade

Os Patches de Referéncia Externa do Sistema CARTO™ 3 da Biosense Webster sdo
indicados para utilizagdo com o Sistema CARTO™ 3 para disponibilizar um meio de
ligagédo do cabo do sensor do patch ao paciente para transmitir a localizagdo do cateter.

Classificagao

Classe | (Anexo VIII, Regra 1)

Cédigo GMDN 46007
Cédigo EMDN C0280
Valor UDI-DI basico 08468350a0001EP

RoHS

A Biosense Webster, Inc., declara pelo presente que o(s) Dispositivo(s) médico(s)
acima mencionado(s) estd(do) em conformidade com a Diretiva 2011/65/UE, relativa a
restricdo do uso de determinadas substancias perigosas (RoHS) em equipamentos
elétricos e eletrénicos.

Esta Declaragdao de Conformidade da UE é emitida sob a exclusiva responsabilidade do Fabricante.

A Biosense Webster, Inc., declara pelo presente que o(s) Dispositivo(s) médico(s) acima mencionado(s) esta(do) em
conformidade com o Regulamento (UE) 2017/745 relativo aos dispositivos médicos.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Nota: a DC em inglés é considerada a "EN Master DoC". A assinatura datada na “EN Master DoC” representa a data
de validade para as DC traduzidas.
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Polski (Polish)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

DEKLARACJA ZGODNOSCI UE

Nazwa producenta

Biosense Webster, Inc.

Adres producenta

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Niepowtarzalny numer
rejestracyjny
producenta (SRN)

US-MF-000014219

Nazwa i adres
upowaznionego
przedstawiciela

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Niepowtarzalny numer
rejestracyjny
upowaznionego
przedstawiciela (SRN)

BE-AR-000012231

Numer dokumentacji
technicznej

TD0023

Nazwa(-y) produktu i
nazwa(-y) handlowa(-e)

CARTO™ 3 System External Reference Patches

Kod(y)
produktu/zakres i opis
produktu

Kod Biosense
Webster, Inc.
D-1283-02

Opis produktu Kod produktu

CARTO™ 3 System External

Reference Patches CREFP6

Przewidziane
zastosowanie

Zewnetrzne nakfadki referencyjne systemu Biosense Webster CARTO™ 3 sg zalecane do
stosowania wraz z systemem CARTO™ 3, aby zapewni¢ mozliwo$¢ przytwierdzenia
przewodu czujnika naktadki do ciata pacjenta i dzieki temu uzyskania danych o potozeniu
cewnika.

Klasyfikacja Klasa | (Aneks VIII, Zasada 1)
Kod GMDN 46007

Kod EMDN C0280

Wartos¢ kodu Basic 08468350a0001EP

UDI-DI

RoHS

My, Biosense Webster, Inc., niniejszym o$wiadczamy, ze wyzej wymieniony wyrob
medyczny (wyroby medyczne) jest zgodny z Dyrektywg (2011/65/UE) (RoHS) w sprawie
ograniczenia stosowania niektorych niebezpiecznych substancji w sprzecie elektrycznym i
elektronicznym.

Niniejsza Deklaracja Zgodnosci UE zostaje wydana na wytgczng odpowiedzialnos¢ producenta.

My, Biosense Webster, Inc., niniejszym o$wiadczamy, ze wyzej wymieniony wyréb medyczny (wyroby medyczne) jest
zgodny z rozporzgdzeniem w sprawie wyroboéw medycznych (UE) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Uwaga: Dokument w jezyku angielskim jest uznawany jako ,EN Master DoC” (Gtéwny dokument w j. angielskim).
Opatrzony datg podpis zawarty w ,EN Master DoC” bedzie stanowi¢ date waznosci dla wszelkich przettumaczonych

dokumentéw.
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Norsk (Norwegian)

& ’) BlosenseWebstero

PART OF THE g b 1 FAMILY OF CO

EU-SAMSVARSERKLZARING

Produsentens navn

Biosense Webster, Inc.

Produsentens adresse

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Produsentens enkle
registreringsnummer (SRN)

US-MF-000014219

Autorisert representants navn og
adresse

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Autorisert representants enkle
registreringsnummer (SRN)

BE-AR-000012231

Teknisk dokumentasjonsnummer

TD0023

Produkt- og handelsnavn

CARTO™ 3 System External Reference Patches

Produktkode(r)/produktsortiment og
-beskrivelse

Produktnavn Biosense Produktkode
Webster, Inc.
kode
™ - i
CARTO™ 3 System External D-1283-02 CREFP6
Reference Patches

Tiltenkt formal

Biosense Webster CARTO™ 3-systemets eksterne referanseplastre er indikert for
bruk med CARTO™ 3-systemet for & gi et festepunkt for sensorkablene pa
pasienten for a indikere kateterets posisjon

Klassifisering

Klasse | (vedlegg VI, regel 1)

GMDN-kode 46007
EMDN-kode C0280
Grunnleggende UDI-Dl-verdi 08468350a0001EP

RoHS

Vi, Biosense Webster, Inc., erkleerer herved at de ovennevnte medisinske enhetene
er i samsvar med det europeiske direktivet om begrensning av farlige stoffer (RoHS)
(2011/65/EU) om begrensning av bruken av visse farlige stoffer i elektrisk og
elektronisk utstyr.

Denne EU-samsvarserklaringen er utstedt pa produsentens eget ansvar.

Vi, Biosense Webster, Inc., erkleerer herved at de(n) ovennevnte medisinske enheten(e) er i samsvar med forordning (EU)

2017/745 om medisinsk utstyr.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Merk: Det engelske dokumentet anses som det «engelske masterdokumentet» og er det eneste dokumentet som ma
signeres/godkjennes. Alle 23 sprakdokumentene for de andre EU-medlemsstatene ma fylles ut, men ma ikke
signeres/godkjennes.
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Nederlands (Dutch)

@ Biosense Webster.

PART OF THE go'ﬂwm,

EU-CONFORMITEITSVERKLARING

1. FAMILY OF CO|

Naam fabrikant

Biosense Webster, Inc.

Adres fabrikant 31 Technology Drive, Suite 200, Irvine, California 92618 USA
Uniek registratienummer US-MF-000014219
fabrikant (SRN)

Naam en adres gemachtigde

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Uniek registratienummer
fabrikant (SRN)

BE-AR-000012231

Technisch documentatienummer

TD0023

Product- en handelsna(a)m(en)

CARTO™ 3 System External Reference Patches

Productcode(s)/productgroep en
-beschrijving

Productnaam Biosense Productcode
Webster, Inc.
Code
CARTO™ 3 System
External Reference D-1283-02 CREFP6
Patches

Beoogd doeleind

De externe referentiepatches voor het CARTO™ 3-systeem van Biosense Webster zijn
geindiceerd voor gebruik met het CARTO™ 3-systeem en zijn een middel om de
sensorkabel op een patiént aan te sluiten om de katheter te lokaliseren

Classificatie

Klasse | (bijlage VIII, regel 1)

GMDN-code 46007

EMDN-code C0280

Basic UDI-DI-waarde 08468350a0001EP

RoHS Wij Biosense Webster, Inc., verklaren hierbij dat het hierboven vermelde medische

hulpmiddel voldoet (de hierboven vermelde medische hulpmiddelen voldoen) aan de
Europese Richtlijn (2011/65/EU) betreffende beperking van het gebruik van bepaalde
gevaarlijke stoffen in elektrische en elektronische apparatuur.

De EU-conformiteitsverklaring wordt verstrekt onder de exclusieve verantwoordelijkheid van de fabrikant.

Wij, Biosense Webster, Inc., verklaren hierbij dat hierboven vermeld medische hulpmiddel voldoet/hierboven vermelde
medische hulpmiddelen voldoen aan de verordening betreffende medische hulpmiddelen (EU) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Opmerking: De Engelse conformiteitsverklaring wordt beschouwd als de “Engelse standaard

conformiteitsverklaring”. De handtekening met datum in de “Engelse standaard conformiteitsverklaring” geeft de
geldigheidsdatum weer van vertaalde conformiteitsverklaringen.
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Magyar (Hungarian)

@ Biosense Webster.

PART OF THE guﬁmuquc&wuou FAMILY OF COMPANIES

EU-MEGFELELOSEGI NYILATKOZAT

Gyarté neve Biosense Webster, Inc.

Gyartoé cime 31 Technology Drive, Suite 200, Irvine, California 92618 USA
Gyarto egyedi regisztracios US-MF-000014219

szama (SRN)

Meghatalmazott képviseld Biosense Webster

neve és cime A Division of Johnson & Johnson Medical NV/SA

Leonardo da Vincilaan 15
1831 Diegem, Belgium

Meghatalmazott képviseld BE-AR-000012231
egyedi regisztracios szama
(SRN)

Miiszaki dokumentacié szama | TD0023

Terméknév/terméknevek és
kereskedelmi
név/kereskedelmi nevek

CARTO™ 3 System External Reference Patches

Termékkod(ok)/termékskala és | | Terméknév Biosense Termékkod
-leiras Webster, Inc. kod

CARTO™ 3 System External

Reference Patches D-1283-02 CREFP6
Rendeltetés A Biosense Webster CARTO™ 3 rendszer kilsé referenciatapaszok a CARTO™ 3

rendszerrel torténd hasznalatra javallottak, mely soran lehetévé teszik a szenzorkabelek
betegre csatlakoztatasat, és elésegitik a katéter helyzetének meghatarozasat.

Osztalyozas I. osztaly (VIIl. melléklet, 1. szabaly)

GMDN-kéd 46007

EMDN-kéd C0280

Alapvet6 UDI-DI értéke 08468350a0001EP

RoHS Mi, a(z) Biosense Webster, Inc., ezennel kijelentjiik, hogy a fent emlitett orvostechnikai

eszkdz(0k) megfelel(nek) az egyes veszélyes anyagok elektromos és elektronikus
berendezésekben valé alkalmazasanak korlatozasarol széld 2011/65/EU iranyelvének.

Ez az EU-megfelel6ségi nyilatkozat a gyartd kizarélagos feleldsségére keriil kiadasra.

Mi, a(z) Biosense Webster, Inc., ezdton kijelentjik, hogy a fent emlitett orvostechnikai eszkdz(6k) megfelel(nek) az
orvostechnikai eszk6zokrél sz6l6 (EU) 2017/745 rendeletnek.

SIGNATURE SECTION |
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Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Megjegyzés: Az ,.EN Master Doc” cim{ dokumentum mindsil az angol nyelvii Megfelel6ségi Nyilatkozatnak. Az ,EN
Master Doc” dokumentumban szerepl6é datumozott alairas a leforditott Megfelel6ségi Nyilatkozatok érvényességi

datumat jeldli.
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LatvieSu (Latvian)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

ES ATBILSTIBAS DEKLARACIJA

Razotaja nosaukums

Biosense Webster, Inc.

Razotaja adrese

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Razotaja vienotais
registracijas numurs
(SRN)

US-MF-000014219

Pilnvarota parstavja
nosaukums un adrese

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Pilnvarota parstavja
vienotais registracijas
numurs (SRN)

BE-AR-000012231

Tehniskas
dokumentacijas numurs

TD0023

Izstradajuma nosaukums
un tirdzniecibas
nosaukums (-i)

CARTO™ 3 System External Reference Patches

Izstradajuma kods(-i) /
Izstradajumu klasts un
apraksts

Izstradajums nosaukums Biosense Izstradajuma
Webster, Inc. kods
kods

CARTO™ 3 System External

Reference Patches D-1283-02 CREFP6

Paredzetais noluks

Biosense Webster CARTO™ 3 aréjie atskaites spilventini ir indicéti lietoSanai kopa ar
CARTO™ 3 sistemu ka Iidzeklis spilventinu sensora kabela pievienoSanai pacientam,
lai noradrtu katetra lokalizaciju.

Klasifikacija

Klase | (Pielikums VIII, Noteikums 1)

GMDN kods 46007
EMDN kods C0280
Pamata UDI-DI vértiba 08468350a0001EP

RoHS

Meés, Biosense Webster, Inc., ar So apliecinam, ka iepriek§ minéta(-s) mediciniska(-s)
ierice(-s) atbilst Eiropas Savienibas direktivai par bistamu vielu izmanto$anas
ierobezoSanu (RoHS) (2011/65/ES) attieciba uz noteiktu bistamu vielu lietoSanu
elektriskas un elektroniskas iekartas.

Par Sis ES atbilstibas deklaracijas izdo$anu pilniba ir atbildigs raZotajs.

Més, Biosense Webster, Inc., ar $o apliecinam, ka iepriekSminéta(-s) mediciniska(-s) ierice(-s) atbilst Medicinisko

ieri¢u regulai (ES) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Piezime. Atbilstibas deklaracija anglu valoda uzskatama par "EN atbilstibas deklaracijas originalu". Paraksts ar “EN
atbilstibas deklaracijas originala” noradito datumu reprezentés jebkuru tulkoto atbilstibas deklaraciju deriguma

datumu.
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Italiano (Italian)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

DICHIARAZIONE DI CONFORMITA UE

Nome del fabbricante

Biosense Webster, Inc.

Indirizzo del fabbricante

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Numero di registrazione
unico del fabbricante (SRN)

US-MF-000014219

Nome e indirizzo del
mandatario

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Numero di registrazione
unicodel mandatario (SRN)

BE-AR-000012231

Numero della
documentazione tecnica

TD0023

Nomi dei prodotti e
denominazioni commerciali

CARTO™ 3 System External Reference Patches

Codici del prodotto/Gamma e
descrizione del prodotto

Nome del prodotto Biosense Codici del
Webster, Inc. prodotto
Codici

CARTO™ 3 System D-1283-02

External Reference CREFP6

Patches

Scopo previsto

Gli Elettrodi di riferimento esterno del sistema CARTO™ 3 Biosense Webster sono
indicati per I'uso con il Sistema CARTO™ 3 per consentire il collegamento del cavo
dotato di sensore di elettrodo al paziente al fine di determinare la posizione del
catetere

Classificazione

Classe | (Appendice VIII, Regola 1)

Codice GMDN 46007

Codice EMDN C0280

Valore UDI-DI di base 08468350a0001EP

RoHS Noi di Biosense Webster, Inc., con la presente dichiariamo che i dispositivi medici

sopra indicati sono conformi alla Direttiva europea sulla limitazione dell'uso di
sostanze pericolose (RoHS) (2011/65/UE) relativa alla restrizione dell’'uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche.

Questa Dichiarazione di conformita UE é rilasciata sotto I’esclusiva responsabilita del fabbricante.

Noi di Biosense Webster, Inc., con la presente dichiariamo che i dispositivi medici indicati sopra sono conformi al
Regolamento sui dispositivi medici (UE) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Nota: la Dichiarazione di conformita in inglese ¢ la “Dichiarazione di conformita master in inglese”. Le firme datate
presenti nella “Dichiarazione di conformita master in inglese” rappresenteranno la data di validita per qualsiasi
Dichiarazioni di conformita tradotta.
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Hrvatski (Croatian)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

EU IZJAVA O SUKLADNOSTI

Naziv proizvodaca

Biosense Webster, Inc.

Adresa proizvodaca

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Jedinstveni registracijski
broj proizvodaéa (SRN)

US-MF-000014219

Naziv i adresa ovlastenog
predstavnika

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15
1831 Diegem, Belgium

Jedinstveni registracijski
broj ovlastenog
predstavnika (SRN)

BE-AR-000012231

Broj tehnicke
dokumentacije

TD0023

Nazivi proizvoda i
trgovacka imena
proizvoda

CARTO™ 3 System External Reference Patches

Sifre proizvoda /
asortiman proizvoda i
opis

External Reference
Patches

Naziv proizvoda Sifra Biosense | Sifra
Webster, Inc. proizvoda
CARTO™ 3 System D-1283-02 CREFP6

Namjena

Biosense Webster vanjske referentne naljepnice elektroda sustava CARTO™ 3
namijenjene su uporabi sa sustavom CARTO™ 3 kako bi se olak$alo pri¢vrs¢ivanje
senzorskog kabela naljepnica elektroda na pacijentu radi prijenosa lokacije katetera.

Klasifikacija

Klasa | (Prilog VI, pravilo 1)

GMDN Sifra 46007
EMDN Sifra C0280
Vrijednost za osnovni 08468350a0001EP

UDI-ID

RoHS

Biosense Webster, Inc., ovime izjavljuje da su gore navedeni medicinski proizvodi
uskladeni s europskom Direktivom o ograni€enju uporabe odredenih opasnih tvari u
elektriénoj i elektroni¢koj opremi (2011/65/EU).

Ova EU izjava o sukladnosti izdana je pod iskljuéivom odgovorno§¢u proizvodaéa.

Biosense Webster, Inc., izjavljuje da su gore navedeni medicinski proizvodi uskladeni s Uredbom (EU) 2017/745 o

medicinskim proizvodima.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Napomena: Engleska lzjava o sukladnosti smatra se ,glavnom EN Izjavom u sukladnosti® i jedina je izjava o
sukladnosti koja se treba potpisati/odobriti. 1zjave o sukladnosti na ostala 23 jezika drzava ¢lanica EU trebaju se
popuniti (u skladu sa zahtjevom), ali se ne moraju potpisati/odobriti.
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Francais (French)

@ Biosense Webster.

PART OF THE gu-ﬁmwqucﬁ/vmﬂ FAMILY OF COMPANIES

DECLARATION DE CONFORMITE UE

Nom du fabricant

Biosense Webster, Inc.

Adresse du fabricant

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Numéro d'enregistrement
unique du fabricant (SRN)

US-MF-000014219

Nom et adresse du
mandataire

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Numéro d'enregistrement
unique du mandataire
(SRN)

BE-AR-000012231

Numéro de
documentation technique

TD0023

Nom(s) et
dénomination(s)
commerciale(s) du
produit

CARTO™ 3 System External Reference Patches

Code(s) du
produit/Gamme et
description du produit

Code Biosense
Webster, Inc.

D-1283-02

Nom du produit Code du produit

CARTO™ 3 System CREFP6
External Reference

Patches

Destination

Les patchs de référence externe du systtme CARTO™ 3 de Biosense Webster sont
indiqués pour étre utilisés avec le systeme CARTO™ 3 pour permettre le raccordement
du cable du capteur de patch au patient afin de communiquer 'emplacement du
cathéter.

Classification

Classe | (Annexe VIII, regle1)

Code GMDN 46007
Code EMDN C0280
Valeur de I'lUD-ID de base | 08468350a0001EP

RoHS

Nous, Biosense Webster, Inc., déclarons par les présentes que le ou les dispositifs
médicaux répertoriés ci-dessus sont conformes a la Directive (2011/65/UE) du
Parlement européen et du Conseil relative a la limitation de I'utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques (RoHS).

Cette déclaration de conformité UE est délivrée sous la responsabilité exclusive du fabricant.

Nous, Biosense Webster, Inc., déclarons par les présentes que le ou les dispositifs médicaux énumérés ci-dessus sont
conformes au réglement (UE) 2017/745 relatif aux dispositifs médicaux.

SIGNATURE SECTION
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Place of Issue

Refer to Manufacturer’s Address above

Sr. Director of Quality Compliance

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Manufacturer’s Person Responsible for Regulatory Compliance

Remarque : la déclaration de conformité en anglais est considérée comme la « déclaration de conformité EN principale ».
La signature datée figurant dans la « déclaration de conformité EN principale » attestera de la date de validité des
déclarations de conformité traduites.
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Espaiiol (Spanish)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

DECLARACION DE CONFORMIDAD DE LA UE

Nombre del fabricante

Biosense Webster, Inc.

Direccion del fabricante

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Numero de registro tnico
del fabricante (SRN)

US-MF-000014219

Nombre y direccién del
representante autorizado

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Numero de registro Gnico
del representante
autorizado (SRN)

BE-AR-000012231

NuUmero de
documentacion técnica

TD0023

Denominaciones y
nombres comerciales del

CARTO™ 3 System External Reference Patches

producto

Cédigo del Nombre del producto Codigo Biosense | Codigo del
produ_cto_lgama y Webster, Inc. producto
descripcion del producto | FCARTO™ 3 System External D-1283-02 CREFP6

Reference Patches

Finalidad prevista

Los parches de referencia externa del sistema CARTO™ 3 de Biosense Webster estan
indicados para ser utilizados con el sistema CARTO™ 3y tienen por finalidad
proporcionar la forma de sujetar el cable del sensor del parche al paciente para facilitar
la ubicacién del catéter.

Clasificacion

Clase | (anexo VIII, regla 1)

Cédigo GMDN 46007
Cédigo EMDN C0280
Valor de UDI-DI basico 08468350a0001EP

RoHS

Nosotros, Biosense Webster, Inc., por la presente declaramos que los productos
sanitarios indicados anteriormente cumplen la Directiva europea de restriccion de
sustancias peligrosas (RoHS) (2011/65/UE) sobre restricciones a la utilizacion de
determinadas sustancias peligrosas en aparatos eléctricos y electrénicos.

Esta Declaracion de conformidad de la UE se emite bajo la responsabilidad exclusiva del fabricante.

Nosotros, Biosense Webster, Inc., por la presente declaramos que los productos sanitarios indicados anteriormente
cumplen el Reglamento sobre productos sanitarios (UE) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Nota: La DoC (declaracion de conformidad) en inglés se considera la "DoC maestra en inglés". La firma con fecha
presente en la "DoC maestra en inglés" representara la validez de cualquier DoC traducida.
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Eesti keel (Estonian)

@ Biosense Webster.

PART OF THE QWEVMO‘VL“I%O'MWL FAMILY OF COMPANIES

ELi VASTAVUSDEKLARATSIOON

Tootja nimi

Biosense Webster, Inc.

Tootja aadress

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Tootja unikaalne
registreerimisnumber
(SRN)

US-MF-000014219

Volitatud esindaja nimi ja
aadress

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Volitatud esindaja
unikaalne
registreerimisnumber
(SRN)

BE-AR-000012231

Tehnilise
dokumentatsiooni number

TD0023

Toote nimetus(ed) ja
kaubanimi (-nimed)

CARTO™ 3 System External Reference Patches

Tootekood(id) /
tooteseeria ja kirjeldus

Toote nimetus Biosense Tootekood
Webster, Inc.
kood

CARTO™ 3 System D-1283-02 CREFP6

External Reference
Patches

Sihtotstarve

Biosense Webster CARTO™ 3 siisteemi valised vordlusplaastrid on mdeldud
kasutamiseks koos CARTO™ 3 siisteemiga ning nende abil saate plaastri anduri
kaablid kinnitada patsiendile, et edasi anda teavet kateetri asukoha kohta.

| Liigitamine Klass | (lisa VIII, reegel 1)
GMDN-kood 46007
EMDN-kood C0280
P6hi-UDI-DI vaartus 08468350a0001EP
RoHS Meie, Biosense Webster, Inc., deklareerime kdesolevaga, et Ulalloetletud

meditsiiniseade (-seadmed) vastab (vastavad) Euroopa Parlamendi ja ndukogu 8. juuni
2011. aasta direktiivile 2011/65/EU teatavate ohtlike ainete kasutamise piiramise kohta
elektri- ja elektroonikaseadmetes.

See ELi vastavusdeklaratsioon on vilja antud liksnes tootja vastutusel.

Meie, Biosense Webster, Inc., deklareerime kdesolevaga, et ulalloetletud meditsiiniseade (-seadmed) vastab
(vastavad) meditsiiniseadmete maarusele (EL) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Markus: ingliskeelset vastavusdeklaratsiooni loetakse ingliskeelseks originaalvastavusdeklaratsiooniks. Kuupaevaga
allkiri ingliskeelses originaalvastavusdeklaratsioonis tahistab kdigi tdlgitud vastavusdeklaratsioonide kehtivusaega.
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Deutsch (German)

@ Biosense Webster.

PART OF THE S}e-ﬁvmean&eﬁmmm FAMILY OF COMPANIES

EU-KONFORMITATSERKLARUNG

Name des Herstellers

Biosense Webster, Inc.

Adresse des Herstellers

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Einmalige Registrierungsnummer
des Herstellers (SRN)

US-MF-000014219

Name und Adresse des
bevollméachtigten Vertreters

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Einmalige Registrierungsnummer
des bevollméachtigten Vertreters
(SRN)

BE-AR-000012231

Nummer der technischen
Dokumentation

TDO0023

Produkt- und Handelsname

CARTO™ 3 System External Reference Patches

Produktcode(s)/Produktpalette
und Beschreibung

Produktname Biosense Produktcode
Webster, Inc.
Code

CARTO™ 3 System D-1283-02 CREFP6

External Reference
Patches

Zweckbestimmung

Die externen Referenzsensoren fir das CARTO™ 3 System von Biosense Webster sind
fur die Verwendung mit dem CARTO™ 3 System indiziert und dazu vorgesehen, die
Befestigung der Sensorkabel am Patienten zu ermdéglichen, um so die Position des
Katheters zu Ubermitteln.

Klassifizierung

Klasse | (Anhang VIII, Regel 1)

GMDN-Code 46007

EMDN-Code C0280

Basis-UDI-DI-Wert 08468350a0001EP

RoHS Wir Biosense Webster, Inc., erklaren hiermit, dass das bzw. die oben aufgefiihrte(n)

Medizinprodukt(e) der Européischen Richtlinie zur Beschrankung der Verwendung
bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgeraten (RoHS) (2011/65/EU)
erfillt bzw. erfullen.

Diese EU-KonformitétserkIéirung wird unter der aIIeinigen Verantwortung des Herstellers ausgestellt.

Wir, Biosense Webster, Inc., erklaren hiermit, dass das bzw. die oben aufgefiihrte(n) Medizinprodukt(e) die Verordnung (EU)
2017/745 Gber Medizinprodukte erflllt bzw. erfillen.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Hinweis: Das englische Dokument ist als ,englisches Masterdokument“ anzusehen. Die im ,englischen

Masterdokument® enthaltene datierte Unterschrift entspricht dem Giiltigkeitsdatum aller Gibersetzten Dokumente.
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Dansk (Danish)

@ Biosense Webster.

PART OF THE gru&mwuqucﬁmmou FAMILY OF COMPANIES

EU-OVERENSSTEMMELSESERKLARING

Fabrikantens navn

Biosense Webster, Inc.

Fabrikantens adresse

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Fabrikantens individuelle
registreringsnummer (SRN)

US-MF-000014219

Autoriseret reprasentants navn og
adresse

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Autoriseret reprasentants
individuelle registreringsnummer
(SRN)

BE-AR-000012231

Teknisk dokumentationsnummer

TD0023

Produkt- og handelsnavn(e)

CARTO™ 3 System External Reference Patches

Produktkode(r)/produktsortiment og
-beskrivelse

Produktnavn Biosense Produktkode
Webster, Inc.
kode

CARTO™ 3 System D-1283-02 CREFP6

External Reference
Patches

Erklzeret formal

Naeste generation af CARTO™ 3 System eksterne referenceelektroder fra Biosense
Webster er indiceret til brug sammen med CARTO™ 3 System for at give feeste fil
elektrodesensorkablet til patienten til overfarsel af oplysninger om kateterplacering

Klassificering

Klasse | (Bilag VllI, Regel 1)

GMDN-kode 46007

EMDN-kode C0280

Faelles specifikationer 08468350a0001EP

RoHS Undertegnede, Biosense Webster, Inc., erkleerer herved, at ovennaevnte medicinske

udstyr opfylder kravene i det europaeiske direktiv om begraensning af farlige stoffer

(2011/65/EU) (RoHS) om begraensning af anvendelsen af visse farlige stoffer i elektrisk

og elektronisk udstyr.

Denne EU-overensstemmelseserklaring udstedes pa fabrikantens eneansvar.

2017/745 om medicinsk udstyr.

Undertegnede, Biosense Webster, Inc., erklaerer herved, at ovennaevnte medicinske udstyr opfylder kravene i forordning (EU)

SIGNATURE SECTION |
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Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Bemaerk: Den engelske overensstemmelseserkleering betragtes som den engelske
masteroverensstemmelseserklaering ("EN Master DoC"). Den daterede underskrift, der er til stede i “EN Master DoC”,
vil repraesentere gyldighedsdatoen for alle oversatte overensstemmelseserklaeringer.
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Cesky (Czech)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

EU PROHLASENi O SHODE

Nazev vyrobce

Biosense Webster, Inc.

Adresa vyrobce

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Jediné registracni ¢islo
vyrobce (SRN)

US-MF-000014219

Nazev a adresa
zplnomocnéného
zastupce

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

Jediné registracni ¢islo
zplnomocnéného
zastupce (SRN)

BE-AR-000012231

Cislo technické
dokumentace

TD0023

Nazev (nazvy) a obchodni
nazev (nazvy) vyrobku

CARTO™ 3 System External Reference Patches

Kéd(y) vyrobku/vyrobku / Nazev vyrobku Koéd Biosense | Kod
fada a popis Webster, Inc. | vyrobku
vyrobku/vyrobku CARTO™ 3 System D-1283-02 CREFP6
External Reference
Patches
Uréeny ucel Externi referenéni naplasti Biosense Webster systému CARTO™ 3 jsou indikovany k
pouziti se systémem CARTO™ 3 a slouzi jako prostfedek k pfipevnéni kabelu senzoru
elektrody na pacienta s cilem vyznacit polohu katétru.
Klasifikace Trida | (pfiloha VI, pravidlo 1)
Koéd GMDN 46007
Kéd EMDN C0280
Hodnota zakladniho 08468350a0001EP

identifikatoru UDI-DI

RoHS

My, Biosense Webster, Inc., timto prohlaSujeme, Ze vySe uvedené zdravotnické
prostfedky splfiuji pozadavky evropské smérnice o omezeni pouzivani nebezpecnych
latek (RoHS) (2011/65/EU) o omezeni pouzivani nékterych nebezpecnych latek v
elektrickych a elektronickych zafizenich.

Toto prohlaSeni o shodé EU se vydava na vyhradni odpovédnost vyrobce.

My, Biosense Webster, Inc., timto prohlaSujeme, Ze vySe uvedeny zdravotnicky prostfedek splfiuje (uvedené
zdravotnické prostfedky splriuji) pozadavky nafizeni o zdravotnickych prostfedcich (EU) 2017/745.

SIGNATURE SECTION

Place of Issue

| Refer to Manufacturer’s Address above

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J

DoC-MDR-BWI-TD0023-01 Rev D
Page 43 of 48



Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Poznamka: Dokument v angli¢tiné se povazuje za ,hlavni dokument v angli¢tiné”“. Podpis s datem v ,hlavnim

dokumentu v anglictiné

zaroven reprezentuje datum platnosti prelozenych dokumentu.
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Bbnrapcku (Bulgarian)

@ Biosense Webster.

PART QF THE greﬁvmwnqgvﬁwwvu FAMILY OF COMPANIES

OEKJTAPALIUA HA EC 3A CbOTBETCTBUE

HanmeHoBaHue Ha
npounssogurtens

Biosense Webster, Inc.

Appec Ha
npoussoguTens

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Mpoussoaurten - EauHeH
perucTpaumoHeH Homep
(SRN)

US-MF-000014219

HanmeHoBaHue u agpec
Ha ynbJIHOMOLUEeHusA

Biosense Webster
A Division of Johnson & Johnson Medical NV/SA

npeacraBuTen Leonardo da Vincilaan 15
1831 Diegem, Belgium
YnbnHomolleH BE-AR-000012231

npeacrasuTen - EquHeH
perncTpauMoHeH Homep
(SRN)

Homep Ha TexHu4eckaTa
[OKYyMeHTauus

TD0023

Wwme(Ha) Ha npoayKTa n
Tbproscko(u)
HanMeHoBaHue(s1)

CARTO™ 3 System External Reference Patches

Kop(oBe) Ha
npoaykTa/npoaykroBa
rama u onucaHue

HanmeHoBaHue Ha
npoAaykra

Kon Biosense
Webster, Inc.

Koa Ha npopykTa

CARTO™ 3 System
External Reference
Patches

D-1283-02 CREFP6

MpepHa3Ha4vyeHue BbHWHKTE pedepeHTHN NnacTuHK 3a cucteMata CARTO™ 3 Ha Biosense Webster ca
npegHasHaveHu 3a ynotpeba cbe cuctemata CARTO™ 3 ¢ uen ga ocurypsiBaTt cpefcTso 3a
npuKpeneaHe KbM NauMeHTa Ha kabenuTe 3a ceH3opa Ha NNacTUHUTE 3a NpefaBaHe Ha
HOpMaLWs 3a NONOXEHNETO Ha KaTeTbpa.

Knacudumkaums Knac | (Mpunoxenue VI, MNpasuno 1)

BwxTe MNpunoxeHue 1

GMDN kop, 46007

EMDN kog C0280

CTtomHocT Ha 6a3oB UDI- | 08468350a0001EP

DI

RoHS

Hwne Biosense Webster, Inc., ¢ HacToALWOTO Aeknapupame, Ye Noco4eHOTO(UTe) no-rope
MeauuuHcKo(n) nsgenve(s) cboTBeTCcTBa(T) Ha [JMpekTuBaTa 3a orpaHMyaBaHe Ha ornacHuTe
BewecTBa (RoHS) (2011/65/EU) oTHOCHO orpaHu4eHneTOo 3a ynotpebarta Ha onpeaeneHmn
OMacHMW BELLECTBA B EMEKTPUYECKOTO U ENEKTPOHHOTO obopyaBaHe

Ta3un geknapaumsa Ha EC 3a cboTBeTCTBUE Ce n3gaBa U3LIANIO HA OTTOBOPHOCTTA Ha NPoOU3BOAUTENS.

Hwe, Biosense Webster, Inc., ¢ HacTosIWOTO Aeknapvpame, Ye ropenocodeHnTe MeanUMHCKM U3Aennsl CboTBETCTBAT Ha
PernameHT (EC) 2017/745 3a meguumHCKNTE U3genus.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director of Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

3abenexka: [leknapauus 3a CbOTBETCTBUE Ha aHIMUIACKK e3uk ce cumTa 3a ,EN Master DoC*. NpeacTtasenuTte B ,EN
Master DoC" gata 1 nognuc Wwe NoTBbpXKOaBaT gataTa Ha BanuaHOCT Ha BCUYKM NpeBeaeHn Aeknapauum 3a

CbOTBETCTBUE.
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Lietuviy k. (Lithuanian)

@ Biosense Webster.

PART OF THE gru-ﬂwwnquo-ﬁ/mm FAMILY OF COMPANIES

ES ATITIKTIES DEKLARACIJA

Gamintojo
pavadinimas

Biosense Webster, Inc.

Gamintojo adresas

31 Technology Drive, Suite 200, Irvine, California 92618 USA

Gamintojo unikalusis
registracijos numeris
(SRN)

US-MF-000014219

|lgaliotojo atstovo
pavadinimas ir
adresas

Biosense Webster

A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15

1831 Diegem, Belgium

|galiotojo atstovo
unikalusis
registracijos numeris
(SRN)

BE-AR-000012231

Techninés
dokumentacijos Nr.

TD0023

Gaminio ir prekybinis
pavadinimas (-ai)

CARTO™ 3 System External Reference Patches

Gaminio kodas (-ai) /
gaminio kategorija ir
aprasas

Gaminio pavadinimas | Gaminio Gaminio kodas
Biosense
Webster, Inc.

CARTO™ 3 System D-1283-02 CREFP6

External Reference
Patches

Klasifikavimas

Biosense Webster CARTO™ 3 sistemos iSoriniai referenciniai elektrodai skirti naudoti su
CARTO™ 3 sistema ir leidZia prijungti jutiklio elektrodo kabelj prie paciento, kad baty
perduodama kateterio padétis.

Klasifikavimas

klasé | (priedas VIII, taisyklé1)

GMDN kodas 46007
EMDN kodas C0280
Bazinio UDI-DI verté 08468350a0001EP

RoHS

Mes, Biosense Webster, Inc., Siuo dokumentu deklaruojame, kad pirmiau nurodytas (-i)
medicinos prietaisas (-ai) atitinka Europos Direktyvos dél tam tikry pavojingy medziagy
naudojimo elektros ir elektroninéje jrangoje apribojimo (RoHS) (2011/65/ES) nuostatas.

Uz Sios ES atitikties deklaracijos iSdavimg atsakingas tik gamintojas.

We, Biosense Webster, Inc., hereby declare the above listed Medical Device(s) complies with Medical Device

Regulation (EU) 2017/745.
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SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Signature Date
Name/Title Diana Bordley

Sr. Director Regulatory Affairs
Signature Date
Name/Title Maria Jose Arana

Sr. Director of Quality Compliance

Manufacturer’s Person Responsible for Regulatory Compliance

Pastaba. Atitikties deklaracija angly kalba laikoma ,pagrindine EN atitikties deklaracija“. ,Pagrindinéje EN atitikties

deklaracijoje” esantys para3ai su data nurodo bet kokiy iSversty atitikties deklaracijy galiojima.
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