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EU DECLARATION OF CONFORMITY

Manufacturer’s Name Biosense Webster, Inc.
Manufacturer’s Address 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Authorized Representative’s | Biosense VWebster
Name and Address A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Notified Body Name _ DEKRA Certification B.V.
Notified Body Identification | 0344
Number _ )
Product and Trade Name (s) | SMARTABLATE™ System Interface Cable
Basic UDI-DI value 08468350a0003ET
Product Code (s) Product European Catalogue Manufacturing Part Number
Range and Description | Number
D130302 | D-1303-02-S
D130303 D-1303-03-S

The Biosense Webster SMARTABLATE ™ Cable is a Class |
reusable, user sterilized device with no patient contact. The
Cable is intended to be a bridge that interfaces with the
SMARTABLATE™ System and Celsius™ catheter
simultaneously. The Cable conveys electrical signals for
electrograms, electrical energy for pacing, and RF energy
for ablation between the system side and the Celsius™
catheter side. The Cable is provided to the customer
sterilized in a package with a 3-year shelf life.

Intended Purpose These Cables provide a means to connect a Biosense
Webster electrophysiology catheter, external reference
patch, or sheath to the appropriate equipment. The Cables
may be re-used subject to the cleaning and sterilization
restrictions in this document.

Classification Class Is (Annex VIII, Rule 1) 7
GMDN Code o 47487 — Electrical-only medical device connection cable,

_ reusable
Technical Documentation TD0022 -
Number
RoOHS We, Biosense Webster, Inc., hereby declare the above listed

Medical Device(s) complies with Directive 2011/65/EU of the
European Parliament and of the Council of 8 June 2011 on
the restriction of the use of certain hazardous substances in
electrical and electronic equipment.

CONFIDENTIAL use pursuant to Company Procedures Page 1 of 2
DoC-MDR-BWI-TD0022-C1Rev A

of
WARNING: This is a controlled proprietary and confidential document. Verify revision is current prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021
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English

) Blogense Webste

EU DECLARATION OF CONFORMITY

We, Biosense Webster Inc, hereby declare the above listed Medical Device(s) complies with
Medical Device Regulation (EU) 2017/745.

! This declaration is made on the basis of:

EU Quality System Certificate Number 3828594CEQ1, issued by the Notified Body stated
above, in accordance with Annex IX, Chapters | and Il of Medical Device Regulation (EU)
| 2017/745. ) )

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

— = -

SIGNATURE SECTION
Place of Refer to Manufacturer’s Address above
Issue ]
Signature |

Date Iéogm@/—*

Name/Title | Diana Bordley
_| Sr. Director of Regulatory A

Signatufe

Name/Title Viaria Jose Arana
Senior Director of @uality and Compliance
Manufacturer’s Person Responsible for Regulatory Compliance

CONFIDENTIAL use pursuant to Company Procedures Page Z of 2
DoC-MDR-BWI-TD0022-01Rev A
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WARNING: This is a controlled proprietary and confidential document. Verify revision is current prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Bbunrapcku (Bulgarian)

OEKINAPALUNA HA EC 3A CbOTBETCTBUE

HanmeHoBaHue Ha npounssogunTens

Biosense Webster, Inc.

Appec Ha npousBoaguTens

31 Technology Drive, Suite 200
Irvine, California 92618
USA

HanmeHoBaHue n agpec Ha
ynbJiiHOMOLEeHuA npeacraBurten

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

HanmeHoBaHue Ha HOTUULMpPaHUA
opraH

DEKRA Certification B.V.

UpeHTudmkaumoHeH Homep Ha 0344
HOTUMLMPaHUA opraH
Homep Ha TexHuyeckaTa TD0022

LOKYMeHTauus

Mme(Ha) Ha npoayKTa U TbpProBcko(un)
HaMMeHoBaHue(A)

SMARTABLATE™ System Interface Cable

Kopn(oBe) Ha npoaykTa/npoaykroBa
rama v onvucaHue

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Mme Ha kabena Llen Mpou3BoACTBEHM
HoMepa
CucremeH Cebp3Ba D-1303-02-S
nHTepcerceH TepaneBTUYEH D-1303-03-S
kaben KaTeTbp KbM
SMARTABLATE™ | reHepaTtop
SMARTABLATE™.

NMpepHa3HayeHue

Tesun kabenu ocurypsisaT Bpb3ka Mexay
enekTpoduranonormyeH katetop Biosense Webster,
BbHLUHATa pedepeHTHa NeneHKa unu 4esuneTo u
CbOTBETHOTO 06opyaBaHe. Kabenute moxe ga ce
M3non3BaT MHOrOKpaTHO Npu CnasBaHe Ha NOCOYEHUTE B

WARNING: This is a controlled proprietary and confidential document. Verify revisidP&A4&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.
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Bbunrapcku (Bulgarian)

OEKINAPALUNA HA EC 3A CbOTBETCTBUE
HaCTOALLMA AOKYMEHT OrpaHNYeHns 3a NOYNCTBaHe U

cTepunumaaums.
Knacudmkaums Knac Is (Mpunoxexue Annex VIII, Mpasuno Rule 1)
GMDN kopg 47487 — Electrical-only medical device connection cable,
reusable
CrounHocT Ha 6a3os UDI-DI 08468350a0003ET
RoHS Hue Biosense Webster, Inc., ¢ HacToAwoTo Aeknapupame, ye

ropenoco4YeHnTe MeguMuUUHCKM M3genns CboTBeTCTBaT Ha
Oupektnea 2011/65/EC Ha EBponenckna napnaMeHT n Ha
CobBeta ot 8 toHn 2011 rognHa OTHOCHO OrPaHNYEHMETO 3a
ynoTtpebaTta Ha onpeaeneHn onacHW BELLECTBA B
€NEKTPUYECKOTO U ENIEKTPOHHOTO 060pYyABaHe.

Ta3n peknapauus Ha EC 3a cboTBeTCTBME Ce n3aaBa U3LANIO Ha OTFTOBOPHOCTTA Ha
npousBoauTens.

Hue, Biosense Webster, Inc., c HacToswloTo Aeknapypame, Ye ropenoco4eHoTo MeaULIMHCKO u3aenve
cboTtBeTcTBa Ha PernameHT (EC) 2017/745 3a meamumHcKkuTe M3genusi.

Tasu geknapauusi ce npaBu Bb3 OCHOBaA Ha:

CepTudmkart 3a cuctema 3a kadectBo Ha EC Homep 3828594CEQL, nsganeH ot HoTUdMUMpaHUa opraH,
MoCoYeH No-rope, B cboTBeTCTBUE C npunoxexue IX, rmasu | n lll kbm PernameHT (EC) 2017/745 3a
MeAULMHCKUTE U3aenus.

WARNING: This is a controlled proprietary and confidential document. Verify revisidrPA&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Cesky (Czech)

EU PROHLASENIi O SHODE

Nazev vyrobce

Biosense Webster, Inc.

Adresa vyrobce

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Nazev a adresa zplnomocnéného
zastupce

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Nazev ozndmeného subjektu

DEKRA Certification B.V.

Identifikacni ¢islo oznameného 0344
subjektu
Cislo technické dokumentace TD0022

Nazev (nazvy) a obchodni nazev
(nazvy) vyrobku

SMARTABLATE™ System Interface Cable

Kaéd(y) vyrobku/vyrobkt / fada a
popis vyrobku/vyrobku

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Nazev kabelu Ugel Vyrobni &isla
Propojovaci kabel Pripojuje D-1303-02-S
systému terapeuticky katétr | D-1303-03-S

SMARTABLATE™ | ke generéatoru
SMARTABLATE™.

Urceny ucel Tyto kabely umozniuji propojeni elektrofyziologického
katétru, externi referencni elektrody nebo zavadéce
Biosense Webster s vhodnym pfislusenstvim. Kabely Ize
pfi spinéni podminek Cisténi a sterilizace uvedenych v
tomto dokumentu pouzivat opakované.

Klasifikace

Trida Is (pfiloha Annex VIII, pravidlo Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisioP4&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.

Release Date: 9/22/2021



Cesky (Czech)

EU PROHLASENI O SHODE

Kéd GMDN 47487 — Electrical-only medical device connection cable,
reusable

Hodnota zakladniho identifikatoru 08468350a0003ET

UDI-DI

RoHS My, Biosense Webster, Inc., timto prohlasujeme, Ze vyse

uvedeny zdravotnicky prostfedek splfiuje (uvedené zdravotnické
prostfedky splfiuji) pozadavky smérnice Evropského parlamentu
a Rady 2011/65/EU ze dne 8. €ervna 2011 o omezeni pouzivani
nékterych nebezpelnych latek v elektrickych a elektronickych
zarizenich.

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

My, Biosense Webster, Inc., timto prohlasujeme, Ze vySe uvedeny zdravotnicky prostiedek splriuje
pozadavky nafizeni o zdravotnickych prostfedcich (EU) 2017/745.

Toto prohlaseni vychazi z:

certifikatu systému kvality EU &islo 3828594CEOQ1, vydaného vySe uvedenym ozndmenym subjektem v
souladu s kapitolami | a Ill pfilohy IX nafizeni o zdravotnickych prostfedcich (EU) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisi8&A&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Dansk (Danish)

EU-OVERENSSTEMMELSESERKLARING

Fabrikantens navn Biosense Webster, Inc.
Fabrikantens adresse 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Autoriseret repreesentants navn og | Biosense Webster
adresse A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Navn pa det bemyndigede organ Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Bemyndiget organs 0344
identifikationsnummer
Teknisk dokumentationsnummer TD0022
Produkt- og handelsnavn(e) SMARTABLATE™ System Interface Cable
Produktkode(r)/produktsortiment European Catalogue Manufacturing Part Number
0g -beskrivelse Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a Class |
reusable, user sterilized device with no patient contact. The
Cable is intended to be a bridge that interfaces with the
SMARTABLATE™ System and Celsius™ catheter
simultaneously. The Cable conveys electrical signals for
electrograms, electrical energy for pacing, and RF energy
for ablation between the system side and the Celsius™
catheter side. The Cable is provided to the customer
sterilized in a package with a 3-year shelf life.

Kablets navn Formal Produktionsnumre
SMARTABLATE™- Forbinder et D-1303-02-S
systeminterfacekabel | terapeutisk kateter | D-1303-03-S
med en
SMARTABLATE™-
generator.
Erkleeret formal Disse kabler giver mulighed for at forbinde et

elektrofysiologisk kateter, eksterne referenceelektroder eller
en stilette fra Biosense Webster med det relevante udstyr.
Kablerne kan genanvendes under forudsaetning af, at
rengg@rings- og steriliseringsvejledningen i dette dokument
overholdes.

WARNING: This is a controlled proprietary and confidential document. Verify revisidrPsA&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Dansk (Danish)

EU-OVERENSSTEMMELSESERKLARING

Klassificering
Klasse Is (Bilag Annex VIII, Regel Rule 1)

GMDN-kode 47487 — Electrical-only medical device connection cable,
reusable

Grundlaeggende UDI-DI-veerdi 08468350a0003ET

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

ovenneaevnte medicinske udstyr opfylder kravene i Europa-
Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om
begraensning af anvendelsen af visse farlige stoffer i elektrisk og
elektronisk udstyr.

Denne EU-overensstemmelseserklaering udstedes pa fabrikantens eneansvar.

Undertegnede, Biosense Webster, Inc., erkleerer herved, at ovennaevnte medicinske udstyr opfylder
kravene i forordning (EU) 2017/745 om medicinsk udstyr.

Denne erkleering afgives pa grundlag af:

EU-kvalitetssystemcertifikatnummer 3828594CEOQ1, udstedt af det bemyndigede organ, der er anfart
ovenfor, i overensstemmelse med bilag IX, kapitel | og Il i forordning (EU) 2017/745 om medicinsk udstyr.

WARNING: This is a controlled proprietary and confidential document. Verify revisiS&A&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Deutsch (German)

EU-KONFORMITATSERKLARUNG

Name des Herstellers

Biosense Webster, Inc.

Adresse des Herstellers

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Name und Adresse des
bevollméachtigten Vertreters

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Name der Benannten Stelle

DEKRA Certification B.V.

Identifikationsnummer der 0344
Benannten Stelle
Nummer der technischen TD0022

Dokumentation

Produkt- und Handelsname

SMARTABLATE™ System Interface Cable

Produktcode(s)/Produktpalette
und Beschreibung

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a Class |
reusable, user sterilized device with no patient contact. The
Cable is intended to be a bridge that interfaces with the
SMARTABLATE™ System and Celsius™ catheter
simultaneously. The Cable conveys electrical signals for
electrograms, electrical energy for pacing, and RF energy for
ablation between the system side and the Celsius™ catheter
side. The Cable is provided to the customer sterilized in a
package with a 3-year shelf life.

Kabelname Zweck Herstellungsnummern
SMARTABLATE™ | Verbindung D-1303-02-S
System zwischen D-1303-03-S

Verbindungskabel | therapeutischem
Katheter und
SMARTABLATE™
Generator.

Zweckbestimmung

Mithilfe dieser Kabel kann ein elektrophysiologischer
Katheter, ein externer Referenzsensor oder eine Schleuse
von Biosense Webster an ein geeignetes Gerat
angeschlossen werden. Die Kabel kdnnen — unter
Beachtung der in diesem Dokument erlauterten
Beschrankungen fir die Reinigung und Sterilisation —
wiederverwendet werden.

WARNING: This is a controlled proprietary and confidential document. Verify revisiSP&A&irrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.

Release Date: 9/22/2021



Deutsch (German)

EU-KONFORMITATSERKLARUNG

Klassifizierung
Klasse Is (Anhang Annex VIII, Regel Rule 1)

GMDN-Code 47487 — Electrical-only medical device connection cable,
reusable

Basis-UDI-DI-Wert 08468350a0003ET

RoHS Wir Biosense Webster, Inc. erklaren hiermit, dass das bzw. die

oben aufgefuhrte(n) Medizinprodukt(e) die Richtlinie 2011/65/EU
des Europaischen Parlaments und des Rates vom 8. Juni 2011 zur
Beschrankung der Verwendung bestimmter gefahrlicher Stoffe in
Elektro- und Elektronikgeraten erfullt bzw. erfullen.

Diese EU-Konformitétserklarung wird unter der alleinigen Verantwortung des Herstellers
ausgestellt.

Wir, Biosense Webster, Inc., erklaren hiermit, dass das oben aufgefiihrte Medizinprodukt die Verordnung
(EU) 2017/745 Uber Medizinprodukte erfullt.

Diese Erklarung wird auf folgender Grundlage ausgestellt:

EU-Zertifikatsnummer fir Qualitatssicherungssysteme 3828594CEOQ1, ausgestellt von der oben genannten
Benannten Stelle, in Ubereinstimmung mit Anhang IX, Kapitel | und IIl der Verordnung (EU) 2017/745 {iber
Medizinprodukte.

WARNING: This is a controlled proprietary and confidential document. Verify revisith o 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



EAAnvikd (Greek)

AHAQZH 2YMMOP®QZHX EE

‘Ovopa KOTOOKEUAOTH

Biosense Webster, Inc.

AielBuvon KOTOOKEUAOTN

31 Technology Drive, Suite 200
Irvine, California 92618
USA

‘Ovopa kai dievbuvon
ESouciodoTnuévou AvTITTPOOWITTOU

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Ovopa Koivotroinpévou Opyavicuou

DEKRA Certification B.V.

Api0po6g Tautotroinong 0344
Koivotroinuévou Opyaviouou
ApIOPOG TEXVIKOU (PpakéAoOU TD0022

Ovopaoia(eg) TPoidvTog Kal
EUTTOPIKA(£G) EMWVUHia(gg)

SMARTABLATE™ System Interface Cable

Kwd1kog(oi) TrpoidvTog(wv)/Zeipd Kal
TEPIYPAPH TTPOIOVTWV

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Ovopa kaAwdiou >KOTTOG ApiBoi .
Tapaywyng
KaAwdio Zuvdiel Evav D-1303-02-S
dlaouvdeong BepaTTEUTIKO D-1303-03-S
OUGCTANATOG KaBETAPA PE HIa
SMARTABLATE™ | yevvATpia
SMARTABLATE™.

MpoBAerépevn xpnon

Ta KaAwdIa auTd TTAPEXOUV Eva JECO BIaoUvVOEONG TOU
KOABEeTAPa NAEKTPOPUGIOAOYIAG, TOU EEWTEPIKOU
euBaAwpaTOG avagopdg f Tou Bnkapiou Tng Biosense
Webster pe Tov kKatdAAnAo e¢omrAiopd. Ta kaAwdia autd
MTTOPOUV va TTavVayPNOIYoTToINOoUyV, Pe TNV ETTIYUAAELN
TWV TTEPIOPICUWY 600V apopd ToV KaBapioud Kal TNV

WARNING: This is a controlled proprietary and confidential document. Verify revisibh® 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.

Release Date: 9/22/2021



EAAnvikd (Greek)

AHAQZH 2YMMOP®QZHX EE

QTTOOTEIPWON O1 OTTOI0I AVAPEPOVTAI OTO TTAPOV EYYPOPO.

Taivounon

Katnyopia Is (Mapdptnua Annex VI, Kavévag Rule 1)

Kwdik6g GMDN

47487 — Electrical-only medical device connection cable,
reusable

TiyR Baoikou UDI-DI

08468350a0003ET

RoHS

Eueig, Biosense Webster, Inc., di1d Tou TapovTog dnAwvoupe
OTI TO TTPOAVAPEPOUEVO 1ATPOTEXVOAOYIKO TTPOIGV (1) TTPOIOvVTa)
ouppopewveTai(ovtal) e Tnv Odnyia 2011/65/EE Tou
EupwTtraikoU KoivoBouAiou kai Tou ZupBouAiou TnG

8n¢ louviou 2011 yia Tov TTEPIOPIOCHS TNG XPAONG OPICUEVWV

ETTIKIVOUVWY OUCIWV GTOV NAEKTPIKO KAl NAEKTPOVIKO €EOTTAIOHO.

H mrapouoca ARAwon cuppépewong EE ekdideTal pe TNV aroKAEICTIKA €UBUVN TOU KOTAOKEUAOTH.

Eueig, Biosense Webster, Inc., d1d Tou TTapdvtog SnAwvoupe 0TI TO TIPOAVAPEPOUEVO IATPOTEXVOAOYIKO
TTPOoIdV cuppop@wveTal he Tov Kavoviouo yia Ta latpotexvoloyika Mpoidvta (EE) 2017/745.

H mrapolca dAAwaon TTpayPaToTrolEiTal e BAon Tov:

Ap1Bu6 MiototroiNTikoU ZucTrpatog MNoidtnTtag EE 3828594CE01, TTou ekd0BNKe atrd Tov KolvoTroinuévo
Opyaviouo Tmou dnAwveTal TrTapatmmdvw, oupewva pe 1o Mapdptnua IX, Kepahaia | kai Il Tou Kavoviouou
yla Ta latpotexvoAoyikda lMpoidvta (EE) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisibd ¥ #8rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.
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Espafiol (Spanish)

DECLARACION DE CONFORMIDAD DE LA UE

Nombre del fabricante Biosense Webster, Inc.
Direccién del fabricante 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Nombre y direccién del Biosense Webster
representante autorizado A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Nombre del organismo notificado DEKRA Certification B.V.
NUumero de identificacion del 0344
organismo notificado
NUumero de documentacion técnica TDO0022
Denominaciones y nombres SMARTABLATE™ System Interface Cable
comerciales del producto
Codigo del producto/gamay European Catalogue Manufacturing Part Number
descripcion del producto Number
D130302 D-1303-02-S
D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Nombre del cable Indicaciones N.° de fabricacién
Cable de interfaz Conecta un catéter | D-1303-02-S
del sistema terapéutico a un D-1303-03-S
SMARTABLATE™ | generador
SMARTABLATE™.,
Finalidad prevista Estos cables proporcionan un medio para conectar un

catéter de electrofisiologia, un parche de referencia
externa o una vaina de Biosense Webster con el equipo
apropiado. Los cables pueden volver a utilizarse si se
tienen en cuenta las restricciones de esterilizacion y
limpieza de este documento.

Clasificacién
Clase Is (anexo Annex VIII, regla Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisibh ¥ 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Espafiol (Spanish)

DECLARACION DE CONFORMIDAD DE LA UE

Coédigo GMDN 47487 — Electrical-only medical device connection cable,
reusable

Valor de UDI-DI béasico 08468350a0003ET

RoHS Nosotros, Biosense Webster, Inc., por la presente declaramos

que los productos sanitarios indicados anteriormente cumplen la
Directiva 2011/65/UE del Parlamento Europeo y del Consejo, de
8 de junio de 2011, sobre restricciones a la utilizacion de
determinadas sustancias peligrosas en aparatos eléctricos y
electronicos.

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

Nosotros, Biosense Webster, Inc., por la presente declaramos que el producto sanitario indicado
anteriormente cumple el Reglamento sobre productos sanitarios (UE) 2017/745.

Esta declaracion se realiza basandose en:

Numero de certificado del sistema de calidad de la UE, 3828594CEOQ1, emitido por el organismo notificado
indicado anteriormente, de conformidad con el anexo X, capitulos | y Il del Reglamento sobre productos
sanitarios (UE) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisitth® 48 rrent prior to use.
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Eesti keel (Estonian)

ELi VASTAVUSDEKLARATSIOON

Tootja nimi

Biosense Webster, Inc.

Tootja aadress

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Volitatud esindaja nimi ja aadress

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Teavitatud asutuse nimi

DEKRA Certification B.V.

Teavitatud asutuse 0344
identifitseerimisnumber
Tehnilise dokumentatsiooni number TD0022

Toote nimetus(ed) ja kaubanimi (-
nimed)

SMARTABLATE™ System Interface Cable

Tootekood(id) / tooteseeria ja
kirjeldus

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Kaabli nimi Eesmark Tootmisnumbrid
SMARTABLATE™ | Uhendab D-1303-02-S
ststeemi terapeutilise D-1303-03-S
liideskaabel kateetri

SMARTABLATE™

generaatoriga.

Sihtotstarve

Kaablite abil saab Biosense Websteri elektrofiisioloogilise
kateetri, valise vBrdlusplaastri vdi kaniili Ghendada
sobiva seadmega. Neid kaableid v8ib taaskasutada,
jargides selles dokumendis toodud puhastamise ja
steriliseerimise piiranguid.

Liigitamine

Klass Is (lisa Annex VIII, reegel Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisibd ¥ #8rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.
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Eesti keel (Estonian)

ELi VASTAVUSDEKLARATSIOON

GMDN-kood 47487 — Electrical-only medical device connection cable,
reusable

P&hi-UDI-DI vaartus 08468350a0003ET

RoHS Meie, Biosense Webster, Inc., deklareerime k&esolevaga, et

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

See ELi vastavusdeklaratsioon on valja antud tiksnes tootja vastutusel.

Meie, Biosense Webster, Inc., deklareerime k&esolevaga, et ilalloetletud meditsiiniseade vastab
meditsiiniseadmete maarusele (EL) 2017/745.

See deklaratsioon p&hineb jargmisel:

ELi kvaliteedististeemi sertifikaat nr 3828594CEO01, mille on vélja andnud ulalnimetatud teavitatud asutus
kooskdlas meditsiiniseadmete maaruse (EL) 2017/745 IX lisa | ja Il peattkiga.

WARNING: This is a controlled proprietary and confidential document. Verify revisith o 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Suomi (Finnish)

EU-VAATIMUSTENMUKAISUUSVAKUUTUS

Valmistajan nimi Biosense Webster, Inc.
Valmistajan osoite 31 Technology Drive, Suite 200
Irvine, California 92618
USA

Valtuutetun edustajan nimi ja osoite Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

lImoitetun laitoksen nimi DEKRA Certification B.V.
IImoitetun laitoksen tunnistenumero | 0344
Teknisen asiakirjan numero TDO0022
Tuote- ja kauppanimi (tai -nimet) SMARTABLATE™ System Interface Cable
Tuotekoodi(t) / tuotetyyppi ja - European Catalogue Manufacturing Part Number
kuvaus Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Kaapelin nimi Kéayttotarkoitus Valmistusnumerot
SMARTABLATE™- | Liittda D-1303-02-S
jarjestelméan terapeuttisen D-1303-03-S
litantakaapeli katetrin
SMARTABLATE™-
generaattoriin.
Kayttotarkoitus Naita kaapeleita kaytetaan elektrofysiologisen Biosense

Webster -katetrin, ulkoisen referenssielektrodin tai holkin
litthmiseen sopiviin laitteistoihin. Kaapeleita voidaan
kayttaa uudelleen, jos jaljiempéana esitetyt sterilointia
koskevat rajoitukset huomioidaan.

Luokitus
Luokka Is (lite Annex VIII, saanté Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisibh ® #8rrent prior to use.
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Suomi (Finnish)

EU-VAATIMUSTENMUKAISUUSVAKUUTUS

GMDN-koodi 47487 — Electrical-only medical device connection cable,
reusable

Basic UDI-DI -arvo 08468350a0003ET

RoHS Me Biosense Webster, Inc. taten vakuutamme, etta edella

mainittu laékinnéllinen laite (laitteet) on Euroopan parlamentin ja
neuvoston direktiivin 2011/65/EU (annettu 8. kesékuuta 2011)
mukainen, koskien tiettyjen vaarallisten aineiden kayton
rajoittamista sdhko- ja elektroniikkalaitteissa.

Tama EU-vaatimustenmukaisuusvakuutus annetaan valmistajan yksinomaisella vastuulla.

Me Biosense Webster, Inc. taten vakuutamme, etté edella mainittu laakinnallinen laite on laakinnallisia
laitteita koskevan asetuksen (EU) 2017/745 mukainen.

Tama ilmoitus perustuu:

EU:n laadunhallintajérjestelman sertifikaattinumeroon 3828594CEQL1, jonka on mydntanyt ylla ilmoitettu
laitos ladkinnallisia laitteita koskevan asetuksen (EU) 2017/745 liitteen IX lukujen | ja Il mukaisesti.

WARNING: This is a controlled proprietary and confidential document. Verify revisit$ o 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Francais (French)

DECLARATION DE CONFORMITE UE

Nom du fabricant

Biosense Webster, Inc.

Adresse du fabricant

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Nom et adresse du mandataire

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Nom de I'organisme notifié

DEKRA Certification B.V.

Numeéro d'identification de 0344
I'organisme notifié
Numéro de documentation technique | TD0022

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

SMARTABLATE™ System Interface Cable

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

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Nom du cable Objet fumeros de
abrication

Cable d'interface Permet de D-1303-02-S
du systeme raccorder un D-1303-03-S
SMARTABLATE™ | cathéter

thérapeutique a un

générateur

SMARTABLATE™,

Destination

Ces cables permettent de connecter un cathéter
d’électrophysiologie Biosense Webster, un patch de
référence externe ou une gaine a I'équipement approprié.
Les cables peuvent étre réutilisés sous réserve
d’observation des restrictions stipulées dans ce document
en matiere de nettoyage et de stérilisation.

WARNING: This is a controlled proprietary and confidential document. Verify revisibh ¥ #8rrent prior to use.
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Francais (French)

DECLARATION DE CONFORMITE UE

Classification
Classe Is (Annexe Annex VI, régle Rule 1)

Code GMDN 47487 — Electrical-only medical device connection cable,
reusable

Valeur de I'lUD-ID de base 08468350a0003ET

RoHS Nous, Biosense Webster, Inc., déclarons par les présentes

que le ou les dispositifs médicaux énumérés ci-dessus sont
conformes a la directive 2011/65/UE du Parlement européen et
du Conseil du 8 juin 2011 relative a la limitation de I'utilisation de
certaines substances dangereuses dans les équipements
électrigues et électroniques.

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

Nous, Biosense Webster, Inc., déclarons par les présentes que le dispositif médical énuméré ci-dessus
est conforme au réglement (UE) 2017/745 relatif aux dispositifs médicaux.

Cette déclaration est faite sur la base du :

Numeéro de certificat UE relatif au systeme qualité 3828594CEOQ1, délivré par l'organisme notifié
susmentionné, conformément a I'Annexe 1X, chapitres | et Il du reglement (UE) 2017/745 relatif aux
dispositifs médicaux.

WARNING: This is a controlled proprietary and confidential document. Verify revis@ o 48 rrent prior to use.
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Hrvatski (Croatian)

EU IZJAVA O SUKLADNOSTI

Naziv proizvodaé¢a Biosense Webster, Inc.

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

Naziv i adresa ovlastenog Biosense Webster

predstavnika A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Naziv prijavljenog tijela DEKRA Certification B.V.

Identifikacijski broj prijavljenog 0344
tijelai

Broj tehnicke dokumentacije TD0022

Nazivi proizvoda i trgovacka imena SMARTABLATE™ System Interface Cable
proizvoda

Sifre proizvoda / asortiman European Catalogue Manufacturing Part Number
proizvoda i opis Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Naziv kabela Namjena Broj proizvoda

Kabel za sucelje Povezuje terapijski | D-1303-02-S
sustava kateter i generator | D-1303-03-S
SMARTABLATE™ | SMARTABLATE™.

Namjena Ovi kabeli sluZze kao sredstvo za povezivanje
elektrofizioloSkog katetera tvrtke Biosense Webster,
vanjskog referentnog jastucica ili ovojnice s
odgovaraju¢om opremom. Kabeli se smiju ponovno
upotrijebiti pod uvjetom da se pridrzavate uputa za
CiScenje i sterilizaciju navedenih u ovom dokumentu.

Klasifikacija
Klasa Is (Prilog Annex VIII, pravilo Rule 1)

GMDN Sifra 47487 — Electrical-only medical device connection cable,

WARNING: This is a controlled proprietary and confidential document. Verify revis@h® 48 rrent prior to use.
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Hrvatski (Croatian)

EU IZJAVA O SUKLADNOSTI

reusable

Vrijednost za osnovni UDI-ID

08468350a0003ET

RoHS

Biosense Webster, Inc. izjavljuje da su gore navedeni
medicinski proizvodi uskladeni s Direktivom 2011/65/EU
Europskog parlamenta i Vije¢a od 8. lipnja 2011. o ograni¢enju
uporabe odredenih opasnih tvari u elektri€noj i elektronickoj
opremi.

Ova EU izjava o sukladnosti izdana je pod iskljuéivom odgovorno$cu proizvodaga.

Ova se izjava temelji na:

Biosense Webster, Inc. izjavljuje da je gore navedeni medicinski proizvod uskladen s Uredbom
(EU) 2017/745 o medicinskim proizvodima.

EU potvrdi o sustavu upravljanja kvalitetom broj 3828594CEO01, koju je izdalo gore navedeno prijavljeno
tijelo u skladu s Prilogom IX. poglavljima I. i lll. Uredbe (EU) 2017/745 o medicinskim proizvodima.

WARNING: This is a controlled proprietary and confidential document. Verify revisit® ¥ #8rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.
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Magyar (Hungarian)

EU-MEGFELELOSEGI NYILATKOZAT

Gyart6 neve

Biosense Webster, Inc.

Gyart6 cime

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Meghatalmazott képvisel6 neve és
cime

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Bejelentett szervezet neve

DEKRA Certification B.V.

Bejelentett szervezet 0344
azonositbszama
Miiszaki dokumentacié szama TD0022

Terméknév/terméknevek és
kereskedelmi név/kereskedelmi
nevek

SMARTABLATE™ System Interface Cable

Termékkad(ok)/termékskala és -
leiras

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Kébel neve Rendeltetés Gyartasi szamok
SMARTABLATE™ | Egy terapias D-1303-02-S
rendszer katétert egy D-1303-03-S
csatlakoztatokabel | SMARTABLATE™

generatorhoz

csatlakoztat.

Rendeltetés

A kabelek a Biosense Webster elektrofizioldgiai katéter, a
kilsé referenciatapasz vagy -hively megfeleld
berendezéshez val6 csatlakoztatasara szolgalnak. A
kabelek a dokumentumban leirt tisztitasi és sterilizalasi
feltételek betartasa mellett Gjrafelhasznalhatok.

Osztalyozas

Is. osztaly (Annex VIII. melléklet, Rule 1. szabaly)

WARNING: This is a controlled proprietary and confidential document. Verify revisié® & 48 rrent prior to use.
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Magyar (Hungarian)

EU-MEGFELELOSEGI NYILATKOZAT

GMDN-kéd 47487 — Electrical-only medical device connection cable,
reusable

Alapvet6 UDI-DI értéke 08468350a0003ET

RoHS Mi, a(z) Biosense Webster, Inc. ezuton kijelentjiik, hogy a fent

emlitett orvostechnikai eszkdz(6k) megfelel(nek) az Eurdpai
Parlament és Tanacs 2011. janius 8-an kelt, az egyes veszélyes
anyagok elektromos és elektronikus berendezésekben valé
alkalmazasanak korlatozdséarol sz616 2011/65/EU iranyelvének.
Ez az EU-megfeleldségi nyilatkozat a gyartd kizardlagos felelésségére keriil kiadasra.

Mi, a(z) Biosense Webster, Inc. eziton kijelentjuk, hogy a fent emlitett orvostechnikai eszkoz megfelel az
orvostechnikai eszk6zokrél szol6 (EU) 2017/745 rendeletnek.

A jelen nyilatkozat alapja:

A min&ségiranyitasi rendszer EU-tanusitvanyanak szama: 3828594CEO01, amelyet a fent megnevezett
bejelentett szervezett adott ki az orvostechnikai eszk6zokrél sz616 (EU) 2017/745 rendelet

IX. mellékletének 1. és lIl. fejezetével 6sszhangban.

WARNING: This is a controlled proprietary and confidential document. Verify reviséh ® 48 rrent prior to use.
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Italiano (Italian)

DICHIARAZIONE DI CONFORMITA UE

Nome del fabbricante Biosense Webster, Inc.
Indirizzo del fabbricante 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Nome e indirizzo del mandatario Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Nome dell'organismo notificato DEKRA Certification B.V.
Numero di identificazione 0344

dell'organismo notificato

Numero della documentazione TD0022

tecnica

Nomi dei prodotti e denominazioni SMARTABLATE™ System Interface Cable
commerciali

Codici del prodotto/Gamma e European Catalogue Manufacturing Part Number
descrizione del prodotto Number
D130302 D-1303-02-S
D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Numeri di
produzione
Cavo di interfaccia | Collega un catetere | D-1303-02-S
del sistema terapeutico a un D-1303-03-S
SMARTABLATE™ | generatore
SMARTABLATE™.
Scopo previsto Questi cavi costituiscono un mezzo di collegamento tra un
catetere per elettrofisiologia Biosense Webster, un cerotto
di riferimento esterno o una guaina e I'apparecchiatura
appropriata. | cavi possono essere riutilizzati a condizione
che vengano rispettate le restrizioni di pulizia e
sterilizzazione descritte nel presente documento.

Nome del cavo Finalita

Classificazione
Classe Is (Appendice Annex VIII, Regola Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisi? ¥ #8rrent prior to use.
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Italiano (Italian)

DICHIARAZIONE DI CONFORMITA UE

Codice GMDN 47487 — Electrical-only medical device connection cable,
reusable

Valore UDI-DI di base 08468350a0003ET

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

i dispositivi medici sopra indicati sono conformi alla Direttiva
2011/65/UE del Parlamento europeo e del Consiglio dell’8
giugno 2011 sulla 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 il dispositivo medico indicato sopra &
conforme al Regolamento sui dispositivi medici (UE) 2017/745.

Questa dichiarazione ¢ effettuata sulla base di:

Numero del certificato del sistema di qualita UE 3828594CEO01, rilasciato dall’'organismo notificato indicato
sopra, in conformita all’Appendice 1X, Capitoli | e 11l del Regolamento sui dispositivi medici (UE) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisief o 48 rrent prior to use.
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Lietuviy k. (Lithuanian)

ES ATITIKTIES DEKLARACIJA

Gamintojo pavadinimas

Biosense Webster, Inc.

Gamintojo adresas

31 Technology Drive, Suite 200
Irvine, California 92618
USA

lgaliotojo atstovo pavadinimas ir
adresas

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Notifikuotosios jstaigos pavadinimas

DEKRA Certification B.V.

Notifikuotosios jstaigos 0344
identifikacinis numeris
Techninés dokumentacijos Nr. TD0022

Gaminio ir prekybinis pavadinimas (-
ai)

SMARTABLATE™ System Interface Cable

Gaminio kodas (-ai) / gaminio
kategorija ir apraSas

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Kabelio - Gamybos
. Paskirtis e
pavadinimas numeriai
SMARTABLATE™ | Prijungiamas D-1303-02-S
sistemos sgsajos | terapinis kateteris | D-1303-03-S
kabelis prie
SMARTABLATE™
generatoriaus.

Numatyta paskirtis

Sie kabeliai skirti ,Biosense Webster* elektrofiziologiniam
kateteriui, iSoriniam referenciniam pleistrui arba movai
prijungti prie atitinkamos jrangos. Kabelius galima naudoti
pakartotinai, jei laikomasi Siame dokumente pateikty
valymo ir sterilizavimo apribojimuy.

Klasifikavimas

Is klasé (Annex VIII priedas, Rule 1 taisyklé)

WARNING: This is a controlled proprietary and confidential document. Verify revis®h o #8rrent prior to use.
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Lietuviy k. (Lithuanian)

ES ATITIKTIES DEKLARACIJA

GMDN kodas 47487 — Electrical-only medical device connection cable,
reusable

Bazinio UDI-DI verté 08468350a0003ET

RoHS Mes, Biosense Webster, Inc., Siuo dokumentu pareiskiame,

kad pirmiau nurodyta (-os) medicinos priemonés (-és) atitinka
2011 m. birzelio 8 d. Europos Parlamento ir Tarybos direktyva
2011/65/ES dél tam tikry pavojingy medziagy naudojimo
elektros ir elektroninéje jrangoje apribojimo.

Uz Sios ES atitikties deklaracijos i§davima atsakingas tik gamintojas.

Mes, Biosense Webster, Inc., Siuo dokumentu parei$kiame, kad pirmiau nurodyta medicinos priemoné
atitinka Medicinos priemoniy reglamentg (ES) 2017/745.

Si deklaracija parengta remiantis:

ES kokybés sistemos sertifikatu Nr. 3828594CEOQ1, kurj iSdavé pirmiau nurodyta notifikuotoji jstaiga pagal
Medicinos priemoniy reglamento (ES) 2017/745 1X priedo | ir Ill skyrius.

WARNING: This is a controlled proprietary and confidential document. Verify revisi® o 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



LatvieSu (Latvian)

ES ATBILSTIBAS DEKLARACIJA

Razotaja nosaukums

Biosense Webster, Inc.

Razotaja adrese

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Pilnvarota parstavja nosaukums un
adrese

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Pazinotas strukturas nosaukums

DEKRA Certification B.V.

Pazinotas strukturas identifikacijas 0344
numurs
Tehniskas dokumentacijas numurs TD0022

Izstradajuma nosaukums un
tirdzniecibas nosaukums (-i)

SMARTABLATE™ System Interface Cable

Izstradajuma kods(-i) / Izstradajumu
klasts un apraksts

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Kabela nosaukums | Mérkis Razosgnas
’ ’ numuri
SMARTABLATE™ | Savieno D-1303-02-S
sistémas terapeitisko katetru | D-1303-03-S
saskarnes kabelis ar
SMARTABLATE™
generatoru.

Paredzeétais noliiks

Sie kabeli dod iespéju savienot Biosense Webster
elektrofiziologijas katetru, aréjas atsauces spilventinu vai
apvalku ar piemeérotu aprikojumu. Kabelus var izmantot

atkartoti, ja ievero Saja dokumenta minétos tirisanas un
sterilizéSanas ierobeZojumus.

Klasifikacija

Klase Is (Pielikums Annex VIII, Noteikums Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revis@ ¥ 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.

Release Date: 9/22/2021



LatvieSu (Latvian)

ES ATBILSTIBAS DEKLARACIJA

GMDN kods 47487 — Electrical-only medical device connection cable,
reusable

Pamata UDI-DI vértiba 08468350a0003ET

RoHS Més, Biosense Webster, Inc., ar 3o apliecinam, ka

iepriekSminéta(-s) mediciniska(-s) ierice(-s) atbilst Eiropas
Parlamenta un Padomes 2011. gada 8. junija Direktivai
2011/65/ES par dazu bistamu vielu izmantoSanas ierobezoSanu
elektriskas un elektroniskas iekartas.

Par $is ES atbilstibas deklaracijas izdo$anu pilniba ir atbildigs raZzotajs.

Més, Biosense Webster, Inc., ar $o apliecinam, ka iepriek§minéta mediciniska ierice atbilst Medicinisko
ieriéu regulai (ES) 2017/745.

Sis deklaracijas sagatavo$anas pamats ir:

ES kvalitates sistémas sertifikats numur 3828594CEO01, ko izdevusi iepriekSminéta pazinota struktdra
saskana ar Medicinas ieri€u regulas (ES) 2017/745 IX pielikuma | nodalu un Il nodalu.

WARNING: This is a controlled proprietary and confidential document. Verify revisd & 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Nederlands (Dutch)

EU-CONFORMITEITSVERKLARING
Biosense Webster, Inc.

Naam fabrikant

Adres fabrikant 31 Technology Drive, Suite 200

Irvine, California 92618

USA

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

DEKRA Certification B.V.

Naam en adres gemachtigde

Naam aangemelde instantie

Identificatienummer aangemelde 0344
instantie
Technisch documentatienummer TD0022

Product- en handelsna(a)m(en) SMARTABLATE™ System Interface Cable

Productcode(s)/productgroep en European Catalogue Manufacturing Part Number
-beschrijving Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a Class
| reusable, user sterilized device with no patient contact.
The Cable is intended to be a bridge that interfaces with
the SMARTABLATE™ System and Celsius™ catheter
simultaneously. The Cable conveys electrical signals for
electrograms, electrical energy for pacing, and RF energy
for ablation between the system side and the Celsius™
catheter side. The Cable is provided to the customer
sterilized in a package with a 3-year shelf life.

Naam kabel Doel Productienummers
Interfacekabel Verbindt een D-1303-02-S
SMARTABLATE™- | therapeutische D-1303-03-S
systeem katheter met een

SMARTABLATE™-

generator.

Beoogd doeleind Met deze kabels kunt u een elektrofysiologische katheter,
externe referentiepatch of huls van Biosense Webster aan
hiervoor geschikte apparatuur koppelen. Deze kabels
kunnen opnieuw worden gebruikt mits de in dit document
genoemde reinigings- en sterilisatiebeperkingen in acht

worden genomen.

Classificatie
Klasse Is (bijlage Annex VIII, regel Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revis®h® 48 rrent prior to use.

AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Nederlands (Dutch)

EU-CONFORMITEITSVERKLARING

GMDN-code 47487 — Electrical-only medical device connection cable,
reusable

Basic UDI-DI-waarde 08468350a0003ET

RoHS Wij Biosense Webster, Inc., verklaren hierbij dat hierboven

vermeld medische hulpmiddel voldoet (hierboven vermelde
medische hulpmiddelen voldoen) aan Richtlijn 2011/65/EU van
het Europees Parlement en de Raad van 8 juni 2011 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 aan
de verordening betreffende medische hulpmiddelen (EU) 2017/745.

Deze verklaring is opgesteld op basis van:

Certificaatnummer van het EU-kwaliteitssysteem 3828594CEOQ1, afgegeven door de hierboven vermelde
aangemelde instantie, in overeenstemming met bijlage 1X, hoofdstukken | en 11l van de verordening
betreffende medische hulpmiddelen (EU) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisidt & #8rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Norsk (Norwegian)

EU-SAMSVARSERKLZAERING

Produsentens navn Biosense Webster, Inc.
Produsentens adresse 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Autorisert representants navn og | Biosense Webster
adresse A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Navn pa kontrollorgan DEKRA Certification B.V.
Identifikasjonsnummer for 0344
kontrollorgan
Teknisk TDO0022
dokumentasjonsnummer
Produkt- og handelsnavn SMARTABLATE™ System Interface Cable
Produktkode(r)/produktsortiment | | European Catalogue Manufacturing Part Number
og -beskrivelse Number
D130302 D-1303-02-S
D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a Class |
reusable, user sterilized device with no patient contact. The
Cable is intended to be a bridge that interfaces with the
SMARTABLATE™ System and Celsius™ catheter
simultaneously. The Cable conveys electrical signals for
electrograms, electrical energy for pacing, and RF energy for
ablation between the system side and the Celsius™ catheter
side. The Cable is provided to the customer sterilized in a
package with a 3-year shelf life.

Kabelnavn Formal Produsentnumre
Grensesnittkabel Kobler et D-1303-02-S
for terapeutisk kateter | D-1303-03-S
SMARTABLATE™- | til en
systemet SMARTABLATE™-
generator.
Tiltenkt formal Disse kablene er tilbehgr for tilkobling av et Biosense

Webster-elektrofysiologikateter, en ekstern referansepatch
eller en hylse til aktuelt utstyr. Kablene kan gjenbrukes ved a
falge rengjgrings- og steriliseringsbegrensningene angitt i
dette dokumentet.

Klassifisering
Klasse Is (vedlegg Annex VIII, regel Rule 1)

47487 — Electrical-only medical | 47487 — Electrical-only medical device connection cable,
device connection cable, reusable
reusable

WARNING: This is a controlled proprietary and confidential document. Verify revisidh & 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Norsk (Norwegian)

EU-SAMSVARSERKLZAERING
Grunnleggende UDI-DI-verdi 08468350a0003ET
RoHS Vi, Biosense Webster, Inc., erklzerer herved at de(n) ovennevnte
medisinske enheten(e) er i samsvar med Europarlamentets og
radsdirektiv 2011/65/EU av 8. juni 2011 om begrensning i bruk av
visse farlige stoffer i elektrisk og elektronisk utstyr.
Denne EU-samsvarserkleeringen er utstedt p& produsentens eget ansvar.
Vi, Biosense Webster, Inc., erkleerer herved at den ovennevnte medisinske enheten er i samsvar med
forordning (EU) 2017/745 om medisinsk utstyr.
Denne erkleeringen er oppgitt pa grunnlag av:
EU-sertifikathnummer for kvalitetssystem 3828594CEQ1, utstedt av kontrollorganet nevnt ovenfor, i samsvar
med vedlegg IX, kapittel I og Il i forordning (EU) 2017/745 om medisinsk utstyr.

WARNING: This is a controlled proprietary and confidential document. Verify revisidth ® 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Polski (Polish)

DEKLARACJA ZGODNOSCI UE

Nazwa producenta

Biosense Webster, Inc.

Adres producenta

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Nazwa i adres upowaznionego
przedstawiciela

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Nazwa jednostki notyfikowanej

DEKRA Certification B.V.

Numer identyfikacyjny jednostki 0344
notyfikowanej
Numer dokumentacji technicznej TD0022

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

SMARTABLATE™ System Interface Cable

Kod(y) produktu/zakres i opis
produktu

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Nazwa przewodu | Przeznaczenie Numery .
produkcyjne

Przewdd interfejsu | Laczy cewnik D-1303-02-S

systemu terapeutyczny z D-1303-03-S

SMARTABLATE™ | generatorem
SMARTABLATE™.

Przewidziane zastosowanie

Przewody umozliwiajg potgczenie cewnika
elektrofizjologicznego firmy Biosense Webster,
zewnetrznej faty referencyjnej lub ostony z odpowiednim
sprzetem. Przewody mogg by¢ ponownie uzywane, o ile
beda przestrzegane ograniczenia dotyczace czyszczenia i
sterylizacji podane w niniejszym dokumencie.

Klasyfikacja

Klasa Is (Aneks Annex VIII, Zasada Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisom & 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.

Release Date: 9/22/2021



Polski (Polish)

DEKLARACJA ZGODNOSCI UE

Kod GMDN 47487 — Electrical-only medical device connection cable,
reusable

Wartos¢ kodu Basic UDI-DI 08468350a0003ET

RoHS My, Biosense Webster, Inc., niniejszym oswiadczamy, ze

wyzej wymieniony wyréb medyczny (wyroby medyczne) jest
zgodny z Dyrektywg Parlamentu Europejskiego i Rady
2011/65/UE z dnia 8 czerwca 2011 r. w sprawie ograniczenia
stosowania niektdrych niebezpiecznych substancji w sprzecie
elektrycznym i elektronicznym.

Niniejsza Deklaracja Zgodnosci UE zostaje wydana na wytaczng odpowiedzialnos¢ producenta.
My, Biosense Webster, Inc., niniejszym oswiadczamy, ze wyzej wymieniony wyrob medyczny jest
zgodny z rozporzgdzeniem w sprawie wyrobow medycznych (UE) 2017/745.

Oswiadczenie to zostato ztlozone na podstawie:

Numer certyfikatu systemu jakosci UE 3828594CEQ1, wydanego przez wyzej wymieniong jednostke
notyfikowang, zgodnie z zatgcznikiem 1X, rozdziatami | i Il rozporzgdzenia w sprawie wyrobéw
medycznych (UE) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisiaf & 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Portugués (Portuguese)

DECLARACAO DE CONFORMIDADE DA UE

Nome do fabricante

Biosense Webster, Inc.

Endereco do fabricante

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Nome e endereco do representante
autorizado

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Nome do Organismo Notificado

DEKRA Certification B.V.

Numero de identificagdo do 0344
Organismo Notificado
Numero da documentacgéo técnica TD0022

Nome(s) comercial(is) e do produto

SMARTABLATE™ System Interface Cable

Cddigo(s) do produto/gama e
descricdo do produto

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Nome do cabo Funcéo Numeros de
fabrico

Cabo de Interface Estabelece a D-1303-02-S

do Sistema ligacdo entre um D-1303-03-S

SMARTABLATE™ | cateter terapéutico
e um Gerador
SMARTABLATE™.

Finalidade

Estes cabos oferecem um meio de se executar uma
interface entre o cateter eletrofisioldgico Biosense
Webster, o patch de referéncia externo ou bainha e o
equipamento apropriado. Os cabos podem ser
reutilizados, mediante cumprimento das restricées de
limpeza e esterilizacdo indicadas neste documento.

Classificacao

Classe Is (Anexo Annex VIII, Regra Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisdh & #8rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada.

Release Date: 9/22/2021



Portugués (Portuguese)

DECLARACAO DE CONFORMIDADE DA UE

Cédigo GMDN 47487 — Electrical-only medical device connection cable,
reusable

Valor UDI-DI bésico 08468350a0003ET

RoHS A Biosense Webster, Inc., declara pelo presente que o(s)

Dispositivo(s) médico(s) acima mencionado(s) esta(ao) em
conformidade com a Diretiva 2011/65/UE do Parlamento
Europeu e do Conselho, de 8 de junho de 2011, relativa a
restricdo do uso de determinadas substancias perigosas em
equipamentos elétricos e eletrénicos.

Esta Declaracédo de Conformidade da UE é emitida sob a exclusiva responsabilidade do Fabricante.
A Biosense Webster, Inc., declara pelo presente que o Dispositivo médico acima mencionado estad em
conformidade com o Regulamento (UE) 2017/745 relativo aos dispositivos médicos.

Esta declaracao é elaborada com base no:

Numero de certificado do sistema de qualidade da UE 3828594CEQ1, emitido pelo Organismo Notificado
acima mencionado, em conformidade com os capitulos | e lll do anexo IX do Regulamento (UE) 2017/745
relativo aos dispositivos médicos.

WARNING: This is a controlled proprietary and confidential document. Verify revisid® & 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Romana (Romanian)

DECLARATIE DE CONFORMITATE UE

Denumire producator Biosense Webster, Inc.
Adresa producator 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Denumire si adresa reprezentant Biosense Webster
autorizat A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Denumire organism notificat DEKRA Certification B.V.
Numar de identificare organism 0344
notificat
Numar documentatie tehnica TD0022
Denumire produs si denumire(i) SMARTABLATE™ System Interface Cable
comerciala(e)
Cod(uri) produs/Gama si descriere European Catalogue Manufacturing Part Number
produs Number
D130302 D-1303-02-S
D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Denumire cablu Scop ][““”?ere de
abricare
Cablu de interfata Conecteaza un D-1303-02-S
pentru sistem cateter terapeutic D-1303-03-S
SMARTABLATE™ | la un generator
SMARTABLATE™.
Scop propus Aceste cabluri ofera posibilitatea de conectare intre un

cateter de electrofiziologie Biosense Webster, un plasture
de referinta extern sau o teaca la echipamentul
corespunzator. Aceste cabluri pot fi refolosite conform
restrictiilor legate de curatare si sterilizare din acest
document.

Clasificare

Clasd Is (Anexa Annex VIII, Regula Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revisd & 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Romana (Romanian)

DECLARATIE DE CONFORMITATE UE

Cod GMDN 47487 — Electrical-only medical device connection cable,
reusable

Valoarea UDI-DI de baza 08468350a0003ET

RoHS Noi Biosense Webster, Inc., declaram prin prezenta ca

dispozitivul/dispozitivele medical(e) de mai sus respecta Directiva
2011/65/UE a Parlamentului European si a Consiliului din 8 iunie
2011 privind restrictile de utilizare a anumitor substante
periculoase in 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 medical de mai sus respecta
Regulamentul (UE) 2017/745 privind dispozitivele medicale.

Prezenta declaratie se intocmeste in baza:

Certificatului privind sistemul de calitate UE cu numarul 3828594CEQ1, emis de organismul notificat de mai
sus, in conformitate cu Anexa IX, Capitolele | si Ill din Regulamentul (UE) 2017/745 privind dispozitivele
medicale.

WARNING: This is a controlled proprietary and confidential document. Verify revisf o 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Slovensky (Slovak)

EU VYHLASENIE O ZHODE
Nazov vyrobcu Biosense Webster, Inc.

Adresa vyrobcu 31 Technology Drive, Suite 200

Irvine, California 92618

USA

Nazov a adresa splnomocneného Biosense Webster

zastupcu A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Nazov notifikovanej osoby DEKRA Certification B.V.

Identifikacné cislo notifikovanej 0344

osoby
Cislo technickej dokumentacie TDO0022

Nazov(-vy) a obchodny(-€) nazov(-vy) | SMARTABLATE™ System Interface Cable
vyrobku
Kédy vyrobkov/radvyrobkov a opis European Catalogue Manufacturing Part Number
vyrobkov Number
D130302 D-1303-02-S
D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Nazov kabla Ugel Vyrobné Cisla
Spojovaci kabel Pripaja D-1303-02-S
systému terapeuticky D-1303-03-S
SMARTABLATE™ | katéter ku
generatoru
SMARTABLATE™.,
Uéel uréenia Tieto kable umozniuju prepojenie elektrofyziologického
katétra, externej referencne;j siete alebo zavadzaca
Biosense Webster s vhodnym prisluSsenstvom. Kéble sa
mozu pri splineni podmienok Cistenia a sterilizacie
uvedenych v tomto dokumente pouzivat opakovane.

Klasifikacia
Trieda Is (dodatok Annex VIII, pravidlo Rule 1)

WARNING: This is a controlled proprietary and confidential document. Verify revistbh® 48 rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Slovensky (Slovak)

EU VYHLASENIE O ZHODE

Kéd GMDN 47487 — Electrical-only medical device connection cable,
reusable

Hodnota zakladného UDI-DI 08468350a0003ET

RoHS My, Biosense Webster, Inc., tymto vyhlasujeme, Ze

zdravotnicke pomédcky uvedené vyssie spifiaju podmienky
smernice Eurépskeho parlamentu a Rady 2011/65/EU z 8. jina
2011 o obmedzeni pouzivania urcitych nebezpecnych latok v
elektrickych a elektronickych zariadeniach.

Toto EU vyhlasenie o zhode sa vydava na vyhradn( zodpovednost’ vyrobcu.

My, Biosense Webster, Inc., tymto vyhlasujeme, Ze zdravotnicka pomécka uvedena vyssie spifia
podmienky nariadenia o zdravotnickych poméckach (EU) 2017/745.

Toto vyhlasenie je uskuto¢nené na zaklade nasledovného:

Cislo certifikatu systému kvality EU 3828594CEOQ1, vydané notifikovanou osobou uvedenou vy3sie v
stlade s kapitolami | a Ill dodatku IX nariadenia o zdravotnickych poméckach (EU) 2017/745.

WARNING: This is a controlled proprietary and confidential document. Verify revisfb? o #8rrent prior to use.
AVISO: Este es un documento controlado, confidencial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/22/2021



Slovenséina (Slovenian)

IZJAVA EU O SKLADNOSTI

Ime proizvajalca

Biosense Webster, Inc.

Naslov proizvajalca

31 Technology Drive, Suite 200
Irvine, California 92618
USA

Ime in naslov pooblaséenega
predstavnika

Biosense Webster

A division of Johnson & Johnson Medical NV/SA
Leonardo Da Vincilaan 15

1831 Diegem, Belgium

Ime priglaSenega organa

DEKRA Certification B.V.

Identifikacijska Stevilka priglaSenega | 0344
organa
Stevilka tehniéne dokumentacije TD0022

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

SMARTABLATE™ System Interface Cable

na)

Sifra(-e) izdelka / nabor izdelkov in

opis

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-
year shelf life.

Ime kabla Namen Steyllkg
proizvajalca
Vmesniski kabel Priklop D-1303-02-S
sistema terapevtskega D-1303-03-S
SMARTABLATE™ | katetra na
generator
SMARTABLATE™,

Predvideni namen

Ta kabel omogoca prikljucitev elektrofizioloSkega katetra,
zunanje referencne elektrode ali ovojnice Biosense
Webster na ustrezno opremo. Kabel lahko znova

uporabite ob upostevanju omejitev €is€enja in sterilizacije
v tem dokumentu.

Razvrscéanje

Razred Is (dodatek Annex VI, pravilo Rule 1)
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Slovenséina (Slovenian)

IZJAVA EU O SKLADNOSTI

Sifra GMDN

47487 — Electrical-only medical device connection cable,
reusable

Osnovna vrednost UDI-DI

08468350a0003ET

RoHS

Biosense Webster, Inc., izjavljamo, da zgoraj navedeni
medicinski pripomocki ustrezajo Direktivi 2011/65/EU
Evropskega parlamenta in Sveta z dne 8. junija 2011 o
omejevanju uporabe nekaterih nevarnih snovi v elektriéni in
elektronski opremi.

Taizjava EU o skladnosti je izdana na lastno odgovornost proizvajalca.

medicinskih pripomockih (EU) 2017/745.
Taizjava je dana na podlagi:

Biosense Webster, Inc., izjavljamo, da je zgoraj naveden medicinski pripomocek v skladu z Uredbo o

Certifikata EU o sistemu vodenja kakovosti St. 3828594CEO01, ki ga je izdal zgoraj navedeni priglaseni
organ v skladu z Dodatkom IX, Poglavjema I in Ill Uredbe o medicinskih pripomockih (EU) 2017/745.
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Svenska (Swedish)

EU-forsdkran om overensstammelse

Tillverkarens namn Biosense Webster, Inc.
Tillverkarens adress 31 Technology Drive, Suite 200
Irvine, California 92618
USA
Auktoriserad representants Biosense Webster
namn och adress A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Anmalda organets namn DEKRA Certification B.V.
Anmaélda organets id-nummer 0344
Tekniskt TD0022

dokumentationsnummer

Produktnamn och handelsnamn | SMARTABLATE™ System Interface Cable

Produktkod (er)/Produktsortiment | | European Catalogue Manufacturing Part Number
och beskrivning Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a Class |
reusable, user sterilized device with no patient contact. The Cable
is intended to be a bridge that interfaces with the
SMARTABLATE™ System and Celsius™ catheter simultaneously.
The Cable conveys electrical signals for electrograms, electrical
energy for pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is provided to the
customer sterilized in a package with a 3-year shelf life.

Kabelnamn Syfte Tillverkningsnummer
SMARTABLATE™- | Ansluter en D-1303-02-S
system terapeutisk kateter | D-1303-03-S
granssnittskabel till en
SMARTABLATE ™-
generator.
Avsett andamal Dessa kablar ger mojligheten att ansluta en Biosense Webster

elektrofysiologikateter, en extern referenspatch eller hylsa till
lamplig utrustning. Kablarna kan ateranvandas forutsatt att
rengorings- och steriliseringsbegrénsningarna i detta dokument
foljs.

Klassificering
Klass Is (bilaga Annex VI, regel Rule 1)

GMDN-kod 47487 — Electrical-only medical device connection cable, reusable
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Svenska (Swedish)

EU-forsdkran om overensstammelse

Grundlaggande UDI-DI-varde 08468350a0003ET

RoHS Vi Biosense Webster, Inc., intygar harmed att ovan namnda
medicintekniska enhet(er) efterlever kraven i Europaparlamentets och
radets direktiv 2011/65/EU av den 8 juni 2011 om begransning av
anvandningen av vissa farliga &mnen i elektriska och elektroniska
produkter.

Denna EU-forsakran om 6verensstammelse ges ut pa tillverkarens ansvar.

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

Denna forsékran gors baserat pa:

EU:s kvalitetssystem, certifikatnummer 3828594CEO01, utfardat av anmalt organ angivet ovan, i enlighet med
bilaga IX, kapitel | och Il i EU-férordningen om medicintekniska produkter 2017/745.
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Turkcge (Turkish)

AB UYGUNLUK BEYANI

Ureticinin Adi

Biosense Webster, Inc.

Ureticinin Adresi

31 Technology Drive, Suite 200
Irvine, California 92618

USA

Yetkili Temsilcinin Adi ve Adresi

Biosense Webster

A division of Johnson & Johnson Medical NV/SA

Leonardo Da Vincilaan 15
1831 Diegem, Belgium

Onaylanmis Kurulusun Adi

DEKRA Certification B.V.

Onaylanmis Kurulusun Kimlik 0344
Numarasi
Teknik Belge Numarasi TD0022

Uriin ve Marka Ad(lar):

SMARTABLATE™ System Interface Cable

Uriin Kodlar/Uriin Cesitliligi ve
Aciklamasi

European Catalogue Manufacturing Part Number
Number

D130302 D-1303-02-S

D130303 D-1303-03-S

The Biosense Webster SMARTABLATE™ Cable is a
Class | reusable, user sterilized device with no patient
contact. The Cable is intended to be a bridge that
interfaces with the SMARTABLATE™ System and
Celsius™ catheter simultaneously. The Cable conveys
electrical signals for electrograms, electrical energy for
pacing, and RF energy for ablation between the system
side and the Celsius™ catheter side. The Cable is
provided to the customer sterilized in a package with a 3-

year shelf life.

Kablo Adi Kullanim Amaci Uretim
Numaralari
SMARTABLATE™ | Tertpatik kateteri D-1303-02-S
Sistem Arayliz SMARTABLATE™ | D-1303-03-S
Kablosu Jeneratoriine
bagdlar.

Hedeflenen Amac

Bu kablolar, bir Biosense Webster elektrofizyoloji
kateterini, harici referans yamasini veya kilifi uygun bir
ekipmana baglama imkani saglar. Kablolar, bu belgede
verilen temizlik ve sterilizasyon kisitlamalarina uyularak
tekrar kullanilabilir.

Siniflandirma

Sinif Is (Ek Annex VIII, Kural Rule 1)
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Turkcge (Turkish)

AB UYGUNLUK BEYANI

GMDN Kodu 47487 — Electrical-only medical device connection cable,
reusable

Temel UDI-DI degeri 08468350a0003ET

RoHS Biosense Webster, Inc. olarak yukarida listelenen Tibbi

Cihaz(lar)in, Avrupa Parlamentosu ve Konseyinin 8 Haziran
2011 tarihli, 2011/65/EU sayil elektrikli ve elektronik
ekipmanlarda belirli tehlikeli maddelerin kullaniminin
sinirlandiriimasina iligkin Direktifine uygun oldugunu beyan
ederiz.

isbu AB Uygunluk Beyani, yalnizca Ureticinin sorumlulugu kapsaminda verilir.

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

Bu beyan su esaslara gore yapilmistir:

(AB) 2017/745 sayil Tibbi Cihaz Yonetmeligindeki Ek 1X, Bélim | ve lll'e uygun olarak yukarida belirtilen
Onaylanmis Kurulus tarafindan verilen AB Kalite Sistemi Belge Numarasi 3828594CEOQ1
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