English

&) Biosense Webster

FRET OF THE ':I'L.'["“'._'H |||.'|I._'!'I.1'.'|'."|1 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 US-MF-000014219

Registration Number (SRN)

Authorized Representative’s Name | Biosense Webster

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

1831 Diegem, Belgium

Authorized Representative’s BE-AR-000012231
Single Registration Number (SRN)

Notified Body Name DEKRA Certification B.V.
Notified Body Identification 0344

Number

Technical Documentation Number | TD0013

Product and Trade Name(s) CELSIUS™ THERMOCOOL™ Catheter

NAVISTAR™ THERMOCOOL™ Catheter

EZ STEER™ THERMOCOOL™ Bi-Directional Catheter

EZ STEER™ THERMOCOOL™ NAV Bi-Directional Catheter
NAVISTAR™ RMT THERMOCOOL™ Catheter

CELSIUS™ RMT THERMOCOOL™ Catheter

Product Code(s)/Product Range Biosense

and Description F‘I(F':oodduect Webster, Device Name
Inc. Code
™ ™
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL
Catheter
™ ™
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
Catheter
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL™
Catheter
™ ™
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL
Catheter
34H17M D-1197-14-S NAVISTAR™ THERMOCOOL™
Catheter
34H27M D-1197-15-S NAVISTAR™ THERMOCOOL™
Catheter
34H37M D-1197-16-S NAVISTAR™ THERMOCOOL™
Catheter
NAVISTAR™ THERMOCOOL™
34HSTM | D-1197-17-S | Catheter
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOOL™
Catheter

EZ STEER™ THERMOCOOL™ Bi-

36Q33M | D-1294-01-S | i iohal Catheter

EZ STEER™ THERMOCOOL™ Bi-

36Q55M D-1294-02-S Directional Catheter

EZ STEER™ THERMOCOOL™ Bi-

36QJJM D-1294-03-S | i o ctional Catheter

EZ STEER™ THERMOCOOL™ Bi-

36Q5JM D-1294-04-S | ;o tional Catheter
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English

&) Biosense Webster

AET OF THE ':]x:[un-:n..';]L'Il.r.u'“ FAMILY OF COMPANIES

EU DECLARATION OF CONFORMITY

36Q35M | D-1294-05.5 | EZ STEER™ THERMOCOOL™ Bi-
Directional Catheter

EZ STEER™ THERMOCOOL™

36H33M D-1292-01-S NAV Bi-Directional Catheter

EZ STEER™ THERMOCOOL™

36H55M D-1292-02-S NAV Bi-Directional Catheter

EZ STEER™ THERMOCOOL™

36HJJM D-1292-03-S NAV Bi-Directional Catheter

EZ STEER™ THERMOCOOL™

36H5JM | D-1292-04-S | )\ Bi_Directional Catheter

EZ STEER™ THERMOCOOL™

36H35M D-1292-05-S NAV Bi-Directional Catheter

NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | - pMOCOOL™ Catheter

CELSIUS™ RMT THERMOCOOL™

CR7TCSIRT | D-1302-01-S Catheter

Intended Purpose The CELSIUS™ THERMOCOOL™ Catheter is intended for use in
cardiac electrophysiological mapping (stimulation and recording) and,
when used in conjunction with an RF generator, for cardiac ablation.

The NAVISTAR™ THERMOCOOL™ Catheter is intended for use in
cardiac electrophysiological mapping (stimulation and recording) and,
when used in conjunction with an RF generator, for cardiac ablation.

The EZ STEER™ THERMOCOOL™ Bi-Directional Catheter is
intended for use in catheter-based cardiac electrophysiological
mapping (stimulating and recording) and, when used in conjunction
with an RF generator, for cardiac ablation.

The EZ STEER™ THERMOCOOL™ NAV Bi-Directional Catheter is
intended for catheter-based cardiac electrophysiological mapping
(stimulating and recording) and, when used in conjunction with an RF
generator, for cardiac ablation.

The NAVISTAR™ RMT THERMOCOOL™ Catheter is intended for
use in cardiac electrophysiological mapping (stimulation and
recording) and, when used in conjunction with an RF generator, for
cardiac ablation.

The CELSIUS™ RMT THERMOCOOL™ Catheter is intended for use
in cardiac electrophysiological mapping (stimulation and recording)
and, when used in conjunction with an RF generator, for cardiac

ablation.
Classification Class Il (Annex VIII, Rule 7)
GMDN Code 61785
EMDN Code C020301
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English

Qﬂ Biosense Webster

A oo Fuiw oF coumaes

EU DECLARATION OF CONFORMITY

Basic UDI-DI value 08468350a0022EX- CELSIUS™ THERMOCOOL™ Catheter,
NAVISTAR™ THERMOCOQOL™ Catheter, EZ STEER™
THERMOCOOL™ Bi-Directional Catheter, EZ STEER™
THERMOCOOL™ NAV Bi-Directional Catheter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ Catheter,
CELSIUS™ RMT THERMOCOOL™ Catheter

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.

This declaration is made on the basis of:

EU Technical Documentation Assessment Certificate Number 3903009TD09, issued by the Notified Body
stated above, in accordance with Annex IX, Chapter Il and IIl of the Medical Device Regulation (EU)
2017/745.

EU Quality System Certificate Number 3903009CE12, issued by the Notified Body stated above, in
accordance with Annex IX, Chapters | and |l of Medical Device Regulation (EU) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’'s Address above

Refer to date from
. electronic
Signature Date signature.
Name/Title
Refer to date from
- electronic
Signature Date signature.
. Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

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 of validity for any translated DoCs.
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Bbnrapcku (Bulgarian)

&) Biosense Webster

FRET OF THE ':]u[nn-:n |||;'|L'!-I.1'.1'.'11 FAMILY OF COMPANIES

OEKINAPALINA HA EC 3A CbOTBETCTBUE

HaumeHoBaHuMe Ha
npoussogurens

Biosense Webster, Inc.

Appec Ha npou3BogUTens

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

Mpoussoguten - EanHeH
pernctpaumoHeH Homep (SRN)

US-MF-000014219

HammeHoBaHue 1 agpec Ha
YMbIHOMOLLEHUA
npeacraBuTen

Biosense Webster

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

1831 Diegem, Belgium

YnbnHoMolleH npeacTaBuTen -
EnvHeH peructpaunoHeH
Homep (SRN)

BE-AR-000012231

HaumeHoBaHuMe Ha
HOTU(ULIMPaAHMA OpraH

DEKRA Certification B.V.

MUpeHTudpukaumoHeH Homep Ha 0344
HOTUdULMPaHUS opraH
Homep Ha TexHM4YecKkaTta TD0013

AOKyMeHTauusa

Mme(Ha) Ha npoAykTa n
TbProBCcKo(M) HaMMeHoBaHue(s)

Katetbp CELSIUS™ THERMOCOOL

Katetbp NAVISTAR™ THERMOCOOL ™

[BynocoyeH katetbp EZ STEER™ THERMOCOOL™
[BynocoyeH katetbp EZ STEER™ THERMOCOOL™ NAV
Katetbp NAVISTAR™ RMT THERMOCOOL™

Karetbp CELSIUS™ RMT THERMOCOOL™

Kop(oBe) Ha
npoaykTta/npoaykToBa rama v
onucaHue

Koa Ha Koa Biosense HanmeHoBaHue Ha npoaykTta
npoaykra Webster, Inc.
35Q13R | D-1189-01-5 | KareTeb CELSUS™
35Q33R | D-1189-02-5 | KareTeb B SUST
35Q53R | D-1189-03-5 | KareTeb BELSUST
35Q73R | D-1189-04-5 | KareTeb BELSUST
34HI7M | D-1197-14.5 | KeTsb MAVISTAR™
34H27M | D-1197-15-5 | KaeTrh FAVISTAR™
T
34H37TM | D-1197-16- | Karerwb NAVISTAR
T
34HSTM | D-1197-17- | Karerwb NAVISTAR
T
34HJTM | D-1197-18-5 | KareTed FAVISTAR
36Qs3M | D20401-8 | BRETERRLISIERY o cooL ™
36Q85M | D-1204-025 | Yo oe e T RMoCoOL™
QUM | D-129403S | B ereten TERMocooL™
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Bbnrapcku (Bulgarian)

&) Biosense Webster

FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

OEKINAPALINA HA EC 3A CbOTBETCTBUE

ﬂBynocoqu KaTeTbp

36Q5JM D-1294-04-S | E7'STEER™ THERMOCOOL™

ﬂBynocoqu KaTeTbp

36Q35M D-1294-05-S | E7'STEER™ THERMOCOOL™

[lBynoco4yeH KkaTeTbp
36H33M D-1292-01-S | EZ STEER™
THERMOCOOL ™ NAV

[lBynoco4yeH KkaTeTbp
36H55M D-1292-02-S | EZ STEER™
THERMOCOOL ™ NAV

[lBynocoyeH kateTbp
36HJIM D-1292-03-S EZ STEER™
THERMOCOOL™ NAV

[lBynocoyeH kateTbp
36H5JM D-1292-04-S EZ STEER™
THERMOCOOL™ NAV

[lBynocoyeH kateTbp
36H35M D-1292-05-S EZ STEER™
THERMOCOOL™ NAV

Katetbp NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | 1750 M oS00 w

Katetbp CELSIUS™ RMT

CR7TCSIRT | D-1302-01-S | 1,ERMOCOOL ™

lNMpepHasHavyeHue

KatetbpbT CELSIUS™ THERMOCOOL™ e npegHa3HauveH 3a
ynoTpe6a npu enekTpon3nonorMiyHo kaptTorpadmpaHe Ha CbpLETO
(cTmynaums n 3anMcBaHe) u, KoraTo ce usnonsea 3aegHo ¢ PY
reHepaTtop, Npu cbpaeyHa abnauus.

KatetbpbT NAVISTAR™ THERMOCOOL™ e npegHasHayeH 3a
ynoTpeba npv KapAMoorMyHo enekTpodr3nonormiHo
KapTorpadumpaHe (CTuMynauusi n 3anucBaHe) 1, Korato ce M3nonsBsa
3aegHo ¢ PY reHepatop, Npu cbpaeyHa abnauums.

[OBynocovHuaT katetbp EZ STEER™ THERMOCOOL™ e
npegHasHayeH 3a 6asnpaHo Ha KaTeTbp enekTpodn3NoNOrNMyYHO
KapTorpachmpaHe Ha CbpLEeTO (CTUMyNMpaHe 1 3anMcBaHe) U, KoraTo ce
n3nonsaea 3aegHo ¢ PY reHepatop, 3a cbpaeyHa abnauums.

[BynocoyHuaT kateTbp EZ STEER™ THERMOCOOL™ NAV e
npeaHasHadeH 3a 6a3upaHo Ha KaTeTbp enekTpodm3nNoNorMyHo
KapTorpadmpaHe Ha CbpueTo (CTUMYNUpPaHe 1 3anUcBaHe) 1, Korato
ce 1u3nonsea 3aefHo cbe ¢ PY reHepaTop, 3a cbpaeyHa
abnauus.KaTeTbpbT € NpegHasHaveH 3a nauneHTn Ha Bb3pacT 18 unu
noBeye roanHKn, KoMTo ca Brnu gnarHoCcTULMpaH1 CbC CbpaeyHa
apuTMUA 1 NPEMMHAaBAT Npe3 enekTpodusmonorMyHa npoweaypa.

KatetbpbT CELSIUS™ RMT THERMOCOOL™ e npegHa3HayeH 3a
ynotpeba npu KapanonornyHo enekTporanonormiHo kaptorpadmpaHe
(cTmynauums 1 3anuMcBaHe) U, KoraTo ce usnonaea 3aegHo ¢ PY
reHepartop, Npu cbpaeyHa abnauusi.
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Bbnrapcku (Bulgarian)

&) Biosense Webster

s oF The Befiaen oo runy of coupanies

OEKINAPALINA HA EC 3A CbOTBETCTBUE

Knacudmkauumn Knac Il (MpwunoxeHue VI, Mpasuno 7)

GMDN kopn 61785

EMDN kon C020301

CtomnHocT Ha 6a3os UDI-DI 08468350a0022EX- Katetbp CELSIUS™ THERMOCOOL™, KaTteTbp

NAVISTAR™ THERMOCOOL™  NeynocoyeH kateTbp EZ STEER™
THERMOCOOL™, IsynocoyeH kaTeTbp EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Katetbp NAVISTAR™ RMT THERMOCOOL™,
Katetbp CELSIUS™ RMT THERMOCOOLT

RoHS Hwne Biosense Webster Inc., ¢ HacToswoTo geknapupame, ve
NOCOYEHOTO(UTE) No-rope MeauUMHCKO(M) n3genue(s) cboTeeTcTBa(T)
Ha [lnpektuBaTta 3a orpaHu4yaBaHe Ha onacHute BellecTea (RoHS)
(2011/65/EU) oTHOCHO orpaHuMyeHneTo 3a ynotpebara Ha
onpeaeneHn onacHM BeLLecTBa B eNIeKTPUYECKOTO 1 eNTEKTPOHHOTO
obopyaBaHe.

Tasu geknapauus Ha EC 3a cboTBeTCTBME Ce U3aaBa U3LAo Ha OTFOBOPHOCTTA Ha
npoussoauTens.

Hue, Biosense Webster Inc., ¢ HacTosWoTO geknapupame, Ye nocovYeHoTo(MUTe) No-rope MeauLmnHCKo(m)
nsgenue(st) cborBeTcTBa(T) Ha PernameHT (EC) 2017/745 3a meauumnHCKNTE M3genus.

Tasu geknapauus ce npasu Bb3 OCHOBA Ha:
CepTudumkar 3a oLeHKa Ha TexHudeckaTa gokymeHTtaums Ha EC Homep 3903009TD09, nsganeH ot
HOTUPMLIMPaAHUA OpraH, NoCOYeH No-rope, B CboTBeTcTBUE ¢ npunoxeHue IX, rnasu Il n Il kbm PernameHT

CepTtucumkat 3a cuctema 3a kayectso Ha EC Homep 3903009CE12, nsgageH ot HoTudmLnMpaHms opraH,
MocoYeH no-rope, B cboTBeTCTBME C NpunoxeHue I1X, rmasu | u lll kbm Pernament (EC) 2017/745 3a
MEOVNLMHCKUTE N3Lenus.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

3abenexka: [leknapaums 3a CbOTBETCTBME Ha aHINIMIACKN e3uk ce cunTa 3a ,EN Master DoC*.
MpeacraBenute B ,EN Master DoC* gaTta n noanuc we noTBbp)aaBart gararta Ha BanngHoCT Ha
BCUYKN NpEBEOEHN OeKnapaunm 3a CbOTBETCTBME.
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Hrvatski (Croatian)

&) Biosense Webster

FRET OF THE ':]u[nn-:n |||;'|L'!-I.1'.1'.'11 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
proizvodaca (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

Naziv prijavljenog tijela

DEKRA Certification B.V.

Identifikacijski broj prijavljenog | 0344
tijelai
Broj tehnicke dokumentacije TD0013

Nazivi proizvoda i trgovacka
imena proizvoda

CELSIUS™ THERMOCOOL™ kateter

NAVISTAR™ THERMOCOOL™ kateter

EZ STEER™ THERMOCOOL™ dvosmijerni kateter

EZ STEER™ THERMOCOOL™ NAV dvosmijerni kateter
NAVISTAR™ RMT THERMOCOOL™ kateter
CELSIUS™ RMT THERMOCOOL™ kateter

Sifre proizvoda / asortiman
proizvoda i opis

Naziv Sifra
roizvoda Biosense Naziv proizvoda
P Webster, Inc.
™ ™
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL
kateter
™ ™
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
kateter
™ ™
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL
kateter
™ ™
35Q73R D-1189-04-S CKJELSIUS THERMOCOOL
ateter
™ ™
34H17M D-1197-14-S NAVISTAR™ THERMOCOOL
kateter
34H27M D-1197-15-S NAVISTAR™ THERMOCOOL™
kateter
34H37M D-1197-16-S NAVISTAR™ THERMOCOOL™
kateter
NAVISTAR™ THERMOCOOL™
34H57M D-1197-17-S Kateter
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOOL™
kateter
EZ STEER™ THERMOCOOL™
36Q33M D-1294-01-S dvosmijerni kateter
EZ STEER™ THERMOCOOL™
36Q55M D-1294-02-S dvosmijerni kateter
EZ STEER™ THERMOCOOL™
36QIM D-1294-03-S dvosmijerni kateter
EZ STEER™ THERMOCOOL™
36Q5IM D-1294-04-S dvosmjerni kateter
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Hrvatski (Croatian)
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FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

EU IZJAVA O SUKLADNOSTI

EZ STEER™ THERMOCOOL™

36Q35M | D-1294-05-S | 4 osmjerni kateter

EZ STEER™
36H33M D-1292-01-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36H55M D-1292-02-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36HJJM D-1292-03-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36H5JM D-1292-04-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36H35M D-1292-05-S | THERMOCOOL™ NAYV dvosmijerni
kateter

NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | o\ e pMiocOOL™ kateter

CELSIUS™ RMT

CR7TCSIRT | D-1302-01-S THERMOCOOL™ Kateter

Namjena

Kateter CELSIUS™ THERMOCOOL™ predviden je za upotrebu u
elektrofizioloSkom mapiranju srca (stimulacija i snimanje), a kad se
upotrebljava zajedno s generatorom radiofrekvencije, i za ablaciju srca.

Kateter NAVISTAR™ THERMOCOOL™ predviden je za upotrebu u
elektrofizioloSkom mapiranju srca (stimulacija i snimanje), a kad se
upotrebljava zajedno s generatorom radiofrekvencije, i za ablaciju
srca.

Dvosmijerni kateter EZ STEER™ THERMOCOOL™ predviden je za
upotrebu u elektrofizioloSkom mapiranju srca temeljenom na kateteru
(stimulacija i snimanje), a kad se upotrebljava zajedno s generatorom
radiofrekvencije, i za ablaciju srca.

Dvosmijerni kateter EZ STEER™ THERMOCOOL™ predviden je za
elektrofizioloS§ko mapiranje srca temeljeno na kateteru (stimulacija i
snimanje), a kad se upotrebljava zajedno s generatorom
radiofrekvencije, i za ablaciju srca.

Kateter NAVISTAR™ RMT THERMOCOOL™ predviden je za upotrebu
u elektrofizioloSkom mapiranju srca (stimulacija i snimanje), a kad se
upotrebljava zajedno s generatorom radiofrekvencije, i za ablaciju srca.

Kateter CELSIUS™ RMT THERMOCOOL™ predviden je za upotrebu u
elektrofizioloSkom mapiranju srca (stimulacija i snimanje), a kad se
upotrebljava zajedno s generatorom radiofrekvencije, i za ablaciju srca.

Klasifikacija

Klasa Il (Prilog VIII, pravilo 7)
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Hrvatski (Croatian)

&) Biosense Webster
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EU IZJAVA O SUKLADNOSTI

GMDN Sifra 61785

EMDN Sifra C020301

Vrijednost za osnovni UDI-ID 08468350a0022EX- CELSIUS™ THERMOCOOL™ kateter,
NAVISTAR™ THERMOCOOL™ kateter, EZ STEER™
THERMOCOOL™ dvosmjerni kateter, EZ STEER™
THERMOCOOL™ NAYV dvosmijerni kateter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ Kateter,
CELSIUS™ RMT THERMOCOOL™ Kkateter

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

Ova EU izjava o sukladnosti izdana je pod iskljuéivom odgovorno$¢u proizvodaca.

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

Ova se izjava temelji na:

EU potvrdi o ocjenjivanju tehni¢ke dokumentacije broj 3903009TD09, koju je izdalo gore navedeno
prijavljeno tijelo u skladu s Prilogom IX. poglavljem Il. i lll. Uredbe (EU) 2017/745 o medicinskim
proizvodima.

EU potvrdi o sustavu upravljanja kvalitetom broj 3903129CE12, koju je izdalo gore navedeno prijavljeno
tijelo u skladu s Prilogom IX. poglavljima I. i lll. Uredbe (EU) 2017/745 o medicinskim proizvodima.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Napomena: Engleska Izjava o sukladnosti smatra se ,glavhom EN Izjavom u sukladnosti“ i jedina je
izjava o sukladnosti koja se treba potpisati/odobriti. Izjave 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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Cesky (Czech)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

EU PROHLASENiI O SHODE

Nazev vyrobce

Biosense Webster, Inc.

Adresa vyrobce

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

Jediné registraéni €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 registraéni €islo
zplnomocnéného zastupce
(SRN)

BE-AR-000012231

Nazev oznameného subjektu

DEKRA Certification B.V.

Identifikacni ¢islo oznameného | 0344
subjektu
Cislo technické dokumentace TD0013

Nazev (nazvy) a obchodni nazev
(nazvy) vyrobku

Katetr CELSIUS™ THERMOCOOL

Katetr NAVISTAR™ THERMOCOOL™

Obousmeérny katetr EZ STEER™ THERMOCOOL™

EZ STEER™ THERMOCOOL™ NAV dvosmijerni kateter
Katetr NAVISTAR™ RMT THERMOCOOL™

Katetr CELSIUS™ RMT THERMOCOOL ™

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

Kéd Kod
vrobku Biosense Nazev vyrobku
y Webster, Inc.
35Q13R | D-1189-01-S | Katetr CELSIUS™ THERMOCOOL
35Q33R | D-1189-02-5 | Katetr CELSIUS™ THERMOCOOL
35Q53R | D-1189-03-5 | Katetr CELSIUS™ THERMOCOOL
35Q73R | D-1189-04-5 | Katetr CELSIUS™ THERMOCOOL
Katetr NAVISTAR™
34H17M | D-1197-14-5 | K2Rl BAVISTAS
Katetr NAVISTAR™
34H27M | D-1197-15-5 | FaRT BAVISTAS
Katetr NAVISTAR™
34H37M | D-1197-16-5 | R BAVSTAS
Katetr NAVISTAR™
34H57M | D-1197-17-5 | FART BAVISTAS
Katetr NAVISTAR™
34HJTM | D-1197-18-5 | LAl BAVISTAR
=S 7/ ™
36Q33M | D-1204-01-5 | S OemEMY Katelr B2 STEER
=S 7/ ™
36Q55M | D-1204-02-5 | SOy Katelr B2 STEER
=S 7/ ™
36QUIM | D-1204-03-5 | JnuSTmEY katelr 2 STEER
=S 7/ ™
36Q50M | D-1204-04-5 | SO RSmETY Katelr B2 STEER
36Q35M | D-1294-05-5 | SPOUSMEMY katelr E2 STEER™

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

&) Biosense Webster

FRET OF THE ':]u[nn-:n |||;'|L'!-I.1'.1'.'11 FAMILY OF COMPANIES

EU PROHLASENiI O SHODE

EZ STEER™
36H33M D-1292-01-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36H55M D-1292-02-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36HJJM D-1292-03-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36H5JM D-1292-04-S | THERMOCOOL™ NAV dvosmijerni
kateter

EZ STEER™
36H35M D-1292-05-S | THERMOCOOL™ NAV dvosmijerni
kateter

Katetr NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | TAEF M~ 00

CR7TCSIRT | D-1302-01-s | Katetr CELSIUS ™ RMT

THERMOCOOL™

Uréeny ucel

Katetr CELSIUS™ THERMOCOOL™ je urcen pro elektrofyziologicke
mapovani srdce (stimulaci a zaznam) a pfi pouziti s VF generatorem k
srdecni ablaci.

Katetr NAVISTAR™ THERMOCOOL™ je ur€en pro
elektrofyziologické mapovani srdce (stimulaci a zaznam) a pfi pouziti
s VF generatorem k srdec¢ni ablaci.

Dvosmijerni kateter EZ STEER™ THERMOCOOL™ predviden je za
upotrebu u elektrofizioloSkom mapiranju srca temeljenom na kateteru
(stimulacija i snimanje), a kad se upotrebljava zajedno s generatorom
radiofrekvencije, i za ablaciju srca.

Dvosmijerni kateter EZ STEER™ THERMOCOOL™ predviden je za
elektrofizioloS§ko mapiranje srca temeljeno na kateteru (stimulacija i
snimanje), a kad se upotrebljava zajedno s generatorom
radiofrekvencije, i za ablaciju srca.

Katetr NAVISTAR™ RMT THERMOCOOL™ je uréen pro
elektrofyziologické mapovani srdce (stimulaci a zaznam) a pfi pouziti s
VF generatorem k srdecni ablaci.

Katetr CELSIUS™ RMT THERMOCOOL™ je uréen pro
elektrofyziologické mapovani srdce (stimulaci a zaznam) a pfi pouziti s
VF generatorem k srdec¢ni ablaci.

Klasifikace

T¥ida Ill (pfiloha VIII, pravidlo 7)

Kéd GMDN

61785

Kéd EMDN

C020301

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J Page 11 of 72
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Cesky (Czech)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

EU PROHLASENiI O SHODE

Hodnota zakladniho 08468350a0022EX- Katetr CELSIUS™ THERMOCOOL, Katetr
identifikatoru UDI-DI NAVISTAR™ THERMOCOOL™

, EZ STEER™ THERMOCOOL™ dvosmijerni kateter, EZ STEER™
THERMOCOOL™ NAV dvosmijerni kateter

08468350a0021EV- Katetr NAVISTAR™ RMT THERMOCOOL™,
Katetr CELSIUS™ RMT THERMOCOOL ™

RoHS My Biosense Webster Inc., timto prohlaSujeme, Ze vy3e uvedené
zdravotnické prostiedky splfiuji pozadavky evropské smérnice

0 omezeni pouzivani nebezpecnych latek (RoHS) (2011/65/EU)

0 omezeni pouzivani nékterych nebezpelnych 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 splfiuji) pozadavky nafizeni o zdravotnickych prostfedcich (EU)
2017/745.

Toto prohladeni vychazi z:

certifikatu posouzeni technické dokumentace EU Cislo 3903009TD09, vydaného vySe uvedenym
oznamenym subjektem v souladu s kapitolou Il a Il pfilohy IX nafizeni o zdravotnickych prostfedcich (EU)
2017/745.

certifikatu systému kvality EU €islo 3903009CE12, vydaného vySe uvedenym oznamenym subjektem v
souladu s kapitolami | a lll pfilohy IX nafizeni o zdravotnickych prostfedcich (EU) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date | €l€ctronic

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Poznamka: Dokument v angli¢tiné se povaZuje za ,hlavni dokument v angli¢tin&“. Podpis s datem v
»hlavnim dokumentu v angli¢tiné” zaroven reprezentuje datum platnosti pfelozenych dokumentu.
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Dansk (Danish)

&) Biosense Webster

AT OF THE ':]\:[1111':|1..';]L'Ih-.u'n 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

Navn pa det bemyndigede organ

DEKRA Certification B.V.

Bemyndiget organs 0344
identifikationsnummer
Teknisk dokumentationsnummer | TD0O013

Produkt- og handelsnavn(e)

CELSIUS™ THERMOCOOL ™-kateter

NAVISTAR™ THERMOCOOL ™-kateter

EZ STEER™ THERMOCOOL™ bidirektionalt kateter

EZ STEER™ THERMOCOOL™ NAYV bidirektionalt kateter
NAVISTAR™ RMT THERMOCOOL ™-kateter

CELSIUS™ RMT THERMOCOOL ™-kateter

Produktkode(r)/produktsortiment
og -beskrivelse

Biosense
Produktkode Webster, Produktnavn
Inc. kode
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL ™-
kateter
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL ™-
kateter
™ T™_
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL
kateter
™ T™_
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL
kateter
34H1TM D-1197-14-S NAVISTAR™ THERMOCOQOL ™-
kateter
34H27M D-1197-15-S NAVISTAR™ THERMOCOQOL ™-
kateter
NAVISTAR™ THERMOCOQOL ™-
34H37M D-1197-16-S kateter
34H57M D-1197-17-S NAVISTAR™ THERMOCOOQOL ™-
kateter
34HJTM D-1197-18-S NAVISTAR™ THERMOCOOQOL ™-
kateter
EZ STEER™ THERMOCOOL™
36Q33M D-1294-01-S bidirektionalt kateter
EZ STEER™ THERMOCOOL™
36Q55M D-1294-02-S bidirektionalt kateter
EZ STEER™ THERMOCOOQOL™
36QJIM D-1294-03-S bidirektionalt kateter

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

&) Biosense Webster

AT OF THE ':]\:[1111':|1..';]L'Ih-.u'n FAMILY OF COMPANIES

EU-OVERENSSTEMMELSESERKLARING

EZ STEER™ THERMOCOOL™

36Q5IM D-1294-04-S | | ijirektionalt kateter

EZ STEER™ THERMOCOOL™

36Q35M D-1294-05-S | idirektionalt kateter

EZ STEER™ THERMOCOOL™

36H33M | D-1292-01-S | \ AV bidirektionalt kateter

EZ STEER™ THERMOCOOL™

36HS5M | D-1292-02-S | \ Ay pidirektionalt kateter

EZ STEER™ THERMOCOOL™

36HJIM | D-1292-03-S | AV bidirektionalt kateter

EZ STEER™ THERMOCOOL™

36H5IM | D-1292-04-S | |V bidirektionalt kateter

EZ STEER™ THERMOCOOL™

36H35M | D-1292-05-S | \ Ay pidirektionalt kateter

NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | 11 {eRrMOCOOL ™-kateter

CELSIUS™ RMT

CR7TCSIRT | D-1302-01-S | 11 ERMOCOOL ™-Kateter

Erklaeret formal

CELSIUS™ THERMOCOOL ™-kateteret er beregnet til anvendelse ved
elektrofysiologisk kortlaegning i hjertet (stimulering og optagelse) og, nar
det bruges sammen med en RF-generator, til hjerteablation.

NAVISTAR™ THERMOCOOL ™-kateteret er beregnet til anvendelse
ved elektrofysiologisk kortlaegning i hjertet (stimulering og optagelse)
og, nar det bruges sammen med en RF-generator, til hjerteablation.

EZ STEER™ THERMOCOOL™ bidirektionalt kateter er beregnet til
anvendelse ved kateterbaseret elektrofysiologisk kortleegning i hjertet
(stimulering og optagelse) og, nar det bruges sammen med en RF-
generator, til hjerteablation.

EZ STEER™ THERMOCOOL™ NAYV bidirektionalt kateter er
beregnet til kateterbaseret elektrofysiologisk kortleegning i hjertet
(stimulering og optagelse) og, nar det bruges sammen med en RF-
generator, til hjerteablation.

NAVISTAR™ RMT THERMOCOOL ™-kateteret er beregnet il
anvendelse ved elekirofysiologisk kortleegning i hjertet (stimulering og
optagelse) og, nar det bruges sammen med en RF-generator, il
hjerteablation.

CELSIUS™ RMT THERMOCOOL ™-kateteret er beregnet til anvendelse

ved elektrofysiologisk kortlaegning i hjertet (stimulering og optagelse) og,
nar det bruges sammen med en RF-generator, til hjerteablation.

Klassificering

Klasse Il (Bilag VIII, Regel 7)

GMDN-kode

61785
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Dansk (Danish)

&) Biosense Webster

FRET OF THEE ':l\.‘[l111'._'l1 |||.'|L'!'I.1'.1'.'11 FANILY OF COMPANIES.

EU-OVERENSSTEMMELSESERKLARING

EMDN-kode C020301

Grundlaeggende UDI-DI-vaerdi 08468350a0022EX- CELSIUS™ THERMOCOOL ™-kateter,
NAVISTAR™ THERMOCOOL ™-kateter, EZ STEER™
THERMOCOOL™ bidirektionalt kateter, EZ STEER™
THERMOCOOL™ NAV bidirektionalt kateter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL ™-kateter,
CELSIUS™ RMT THERMOCOOL ™-kateter

RoHS Vi 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-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-teknisk dokumentation Vurderingsattestnummer 3903009TDQ9, udstedt af det bemyndigede organ, der
er anfgrt ovenfor, i overensstemmelse med bilag IX, kapitel 1l og Il i forordning (EU) 2017/745 om
medicinsk udstyr.

EU-kvalitetssystemcertifikathnummer 3903009CE12, udstedt af det bemyndigede organ, der er anfgrt
ovenfor, i overensstemmelse med bilag 1X, kapitel | og Il i forordning (EU) 2017/745 om medicinsk udstyr.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Bemeerk: Den engelske overensstemmelseserklzaering betragtes som den engelske
masteroverensstemmelseserklzering ("EN Master DoC"). Den daterede underskrift, der er til stede i
“EN Master DoC”, vil repraesentere gyldighedsdatoen for alle oversatte
overensstemmelseserkleeringer.
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Nederlands (Dutch)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

EU-CONFORMITEITSVERKLARING

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
| gemachtigde (SRN)

BE-AR-000012231

Naam aangemelde instantie

DEKRA Certification B.V.

documentatienummer

Identificatienummer 0344
aangemelde instantie
Technisch TDO0013

Product- en handelsna(a)m(en)

CELSIUS™ THERMOCOOL ™-katheter

NAVISTAR™ THERMOCOOL ™-katheter

EZ STEER™ THERMOCOOL™ bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAYV bidirectionele katheter
NAVISTAR™ RMT THERMOCOOL ™-katheter

CELSIUS™ RMT THERMOCOOL ™-katheter

Productcode(s)/productgroep
en -beschrijving

Biosense
Productcode | Webster, Productnaam
Inc. Code
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL™-
katheter
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL™-
katheter
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL™-
katheter
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL™-
katheter
34H17M D-1197-14-S NAVISTAR™ THERMOCOOQOL ™-
katheter
34H27M D-1197-15-S NAVISTAR™ THERMOCOQOL ™-
katheter
34H37M D-1197-16-S NAVISTAR™ THERMOCOQOL ™-
katheter
34H57M D-1197-17-S NAVISTAR™ THERMOCOQOL ™-
katheter
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOQOL ™-
katheter
EZ STEER™ THERMOCOOL™
36Q33M D-1294-01-S | piirectionele katheter
EZ STEER™ THERMOCOOQOL™
36Q55M D-1294-02-S bidirectionele katheter
EZ STEER™ THERMOCOOQOL™
36QIM D-1294-03-S bidirectionele katheter
EZ STEER™ THERMOCOOL™
36Q5IM D-1294-04-S bidirectionele katheter
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Nederlands (Dutch)

&) Biosense Webster

FRET OF THE ':]u[nn-:n |||;'|L'!-I.1'.1'.'11 FAMILY OF COMPANIES

EU-CONFORMITEITSVERKLARING

EZ STEER™ THERMOCOOL™
36Q35M D-1294-05-S bidirectionele katheter

EZ STEER™
36H33M D-1292-01-S | THERMOCOOL™ NAV
bidirectionele katheter

EZ STEER™
36H55M D-1292-02-S | THERMOCOOL™ NAV
bidirectionele katheter

EZ STEER™
36HJIM D-1292-03-S | THERMOCOOL™ NAV
bidirectionele katheter

EZ STEER™
36H5JM D-1292-04-S | THERMOCOOL™ NAV
bidirectionele katheter

EZ STEER™
36H35M D-1292-05-S | THERMOCOOL™ NAV
bidirectionele katheter

NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | 1/ eMOCOOL ™-katheter

a1 | CELSIUS™ RMT
CR7TCSIRT | D-1302-01-S | 1\ FRMOCOOL ™-Katheter

Beoogd doeleind

De CELSIUS™ THERMOCOOL ™-katheter is bestemd voor gebruik bij
cardiale elektrofysiologische mapping (stimulatie en opname) en, bij
gebruik in combinatie met een RF-generator, voor cardiale ablatie.

De NAVISTAR™ THERMOCOOL ™-katheter is bestemd voor gebruik
bij cardiale elektrofysiologische mapping (stimulatie en opname) en,
bij gebruik in combinatie met een RF-generator, voor cardiale ablatie.

De EZ STEER™ THERMOCOOL™ bidirectionele katheter is bestemd
voor gebruik bij cardiale elektrofysiologische mapping (stimulatie en
opname) met een katheter en, bij gebruik in combinatie met een RF-
generator, voor cardiale ablatie.

Der EZ STEER™ THERMOCOOL™ NAYV bidirektionale Katheter ist
fir das katheterbasierte kardiologische elektrophysiologische
Mapping (Stimulation und Aufzeichnung) und, bei Verwendung
zusammen mit einem HF-Generator, fir kardiale Ablationen
vorgesehen.

De NAVISTAR™ RMT THERMOCOOL ™-katheter is bestemd voor
gebruik bij cardiale elektrofysiologische mapping (stimulatie en opname)
en, bij gebruik in combinatie met een RF-generator, voor cardiale ablatie.

De CELSIUS™ RMT THERMOCOOL ™-katheter is bestemd voor
gebruik bij cardiale elektrofysiologische mapping (stimulatie en opname)
en, bij gebruik in combinatie met een RF-generator, voor cardiale ablatie.

Classificatie Klasse Il (bijlage VIII, regel 7)
GMDN-code 61785
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Nederlands (Dutch)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

EU-CONFORMITEITSVERKLARING

EMDN-code C020301

Basic UDI-DI-waarde 08468350a0022EX- CELSIUS™ THERMOCOOL ™-katheter,
NAVISTAR™ THERMOCOOL ™-katheter, EZ STEER™
THERMOCOOL™ bidirektionaler Katheter, EZ STEER™
THERMOCOOL™ NAYV bidirectionele katheter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL ™-katheter,
CELSIUS™ RMT THERMOCOOL ™-katheter

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.

Deze verklaring is opgesteld op basis van:

Certificaathummer van de technische documentbeoordeling van de EU 3903009TDQ09, afgegeven door de
hierboven vermelde aangemelde instantie, in overeenstemming met bijlage X, hoofdstuk Il en Ill van de
verordening betreffende medische hulpmiddelen (EU) 2017/745.

Certificaathummer van het EU-kwaliteitssysteem 3903009CE12, afgegeven door de hierboven vermelde
aangemelde instantie, in overeenstemming met bijlage IX, hoofdstukken | en Ill van de verordening
betreffende medische hulpmiddelen (EU) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date e]ectromc

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date | €l€ctronic

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

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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Eesti keel (Estonian)

&) Biosense Webster

et oF THE (efusrenaefimien i o courasies

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

Teavitatud asutuse nimi

DEKRA Certification B.V.

number

Teavitatud asutuse 0344
identifitseerimisnumber
Tehnilise dokumentatsiooni TDO0013

Toote nimetus(ed) ja kaubanimi
(-nimed)

Kateeter CELSIUS™ THERMOCOOL

Kateeter NAVISTAR™ THERMOCOOL™

Kahesuunaline kateeter EZ STEER™ THERMOCOQOL™
Kahesuunaline kateeter EZ STEER™ THERMOCOOL™ NAV
Kateeter NAVISTAR™ RMT THERMOCOOL ™

Kateeter CELSIUS™ RMT THERMOCOOL ™

Tootekood(id) / tooteseeria ja
kirjeldus

Biosense
Tootekood Web'f;t::; Inc. Toote nimetus
0
35Q13R | D-1189-01-s | Kateoter CELSIUS
35Q33R | D-1189-02.8 | Kateeter CELSIUS™
35Q53R | D-1189-03-5 | fateeter CELSIUS™
35Q73R | D-1189-:04-5 | [areeter CELSIUS™
34HI7M | D-1197-14-5 | Fareeler MAVISTAR™
34H27M | D-1197-15.5 | Faeler MAVISTAR™
34H37TM | D-1197-16-5 | Faeler MAVISTAR™
34HS7M | D-1197-17-s | Katester HAVISTAR™
34HJTM | D-1197-18- | Kateeter FAVISTART™

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

Page 19 of 72
DoC-MDR-BWI-TD0013 Rev A




Eesti keel (Estonian)

&) Biosense Webster

FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

ELi VASTAVUSDEKLARATSIOON

Kahesuunaline kateeter
36Q35M | D-1294-05-S | £7 gTEER™ THERMOCOOL™

Kahesuunaline kateeter
36H33M D-1292-01-S | EZ STEER™
THERMOCOOL™ NAV

Kahesuunaline kateeter
36H55M D-1292-02-S | EZ STEER™
THERMOCOOL™ NAV

Kahesuunaline kateeter
36HJJM D-1292-03-S | EZ STEER™
THERMOCOOL™ NAV

Kahesuunaline kateeter
36H5JM D-1292-04-S | EZ STEER™
THERMOCOOL™ NAV

Kahesuunaline kateeter
36H35M D-1292-05-S | EZ STEER™
THERMOCOOL™ NAV

Kateeter NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | TAEP S X 0T,

Kateeter CELSIUS™ RMT

CR7TCSIRT | D-1302-01-S THERMOCOOL ™

Sihtotstarve

Kateeter CELSIUS™ THERMOCOOL™ on ette nahtud siidame
elektrofiisioloogiliseks kaardistamiseks (stimuleerimine ja salvestamine)
ning stidame ablatsiooniks, kui seda kasutatakse koos
RF-generaatoriga.

Kateeter NAVISTAR™ THERMOCOOL™ on ette nahtud sidame
elektrofisioloogiliseks kaardistamiseks (stimuleerimine ja
salvestamine) ning sidame ablatsiooniks, kui seda kasutatakse koos
RF-generaatoriga.

Kahesuunaline kateeter EZ STEER™ THERMOCOOL™ on ette nahtud
stidame kateetripShiseks elektrofiisioloogiliseks kaardistamiseks
(stimuleerimine ja salvestamine) ning siidame ablatsiooniks, kui seda
kasutatakse koos RF-generaatoriga.

Kahesuunaline kateeter EZ STEER™ THERMOCOOL™ NAYV on ette
nahtud sidame kateetripbhiseks elektrofiisioloogiliseks
kaardistamiseks (stimuleerimine ja salvestamine) ning slidame
ablatsiooniks, kui seda kasutatakse koos RF-generaatoriga.

Kateeter NAVISTAR™ RMT THERMOCOOL™ on ette ndhtud sidame
elektrofiisioloogiliseks kaardistamiseks (stimuleerimine ja salvestamine)
ning stidame ablatsiooniks, kui seda kasutatakse koos
RF-generaatoriga.

Kateeter CELSIUS™ RMT THERMOCOOL™ on ette ndhtud siidame
elektrofiisioloogiliseks kaardistamiseks (stimuleerimine ja salvestamine)
ning siidame ablatsiooniks, kui seda kasutatakse koos
RF-generaatoriga.

Liigitamine

Klass Ill (lisa VIII, reegel 7)
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Eesti keel (Estonian)

&) Biosense Webster

s oF The Befiaen oo runy of coupanies

ELi VASTAVUSDEKLARATSIOON

GMDN-kood

61785

EMDN-kood

C020301

P&hi-UDI-DI vaartus

08468350a0022EX- Kateeter CELSIUS™ THERMOCOOL, Kateeter
NAVISTAR™ THERMOCOOL™, Kahesuunaline kateeter

EZ STEER™ THERMOCOOL™, Kahesuunaline kateeter

EZ STEER™ THERMOCOOL™ NAV

08468350a0021EV- Kateeter NAVISTAR™ RMT THERMOCOOL™,
Kateeter CELSIUS™ RMT THERMOCOOL ™

RoHS

Meie Biosense Webster Inc., deklareerime kaesolevaga, et llal
loetletud meditsiiniseade (-seadmed) vastab (vastavad) ohtlike ainete
direktiivile (RoHS) (2011/65/EL) 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.

See deklaratsioon pdhineb jargmisel:

ELi tehnilise dokumentatsiooni hindamise sertifikaat nr 3903009TD09, mille on valja andnud tlalnimetatud
teavitatud asutus kooskdlas meditsiiniseadmete maaruse (EL) 2017/745 IX lisa Il ja Il peatiikiga.

ELi kvaliteedislsteemi sertifikaat nr 3903009CE12, mille on vélja andnud Ulalnimetatud teavitatud asutus
kooskdlas meditsiiniseadmete madruse (EL) 2017/745 IX lisa | ja Ill peatikiga

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s aadress above
Refer to date from
Signature Date | €l€ctronic
signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.
N mitl Maria Jose Arana, Senior Director Quality and Compliance
amefTitle Manufacturer’s Person Responsible for Regulatory Compliance

Méarkus: ingliskeelset vastavusdeklaratsiooni loetakse ingliskeelseks
originaalvastavusdeklaratsiooniks. Kuupaevaga allkiri ingliskeelses originaalvastavusdeklaratsioonis
tahistab kdigi tdlgitud vastavusdeklaratsioonide kehtivusaega.
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Suomi (Finnish)

&) Biosense Webster

FRET OF THE ':]u[nn-:n |||;'|L'!-I.1'.1'.'11 FAMILY OF COMPANIES

EU-VAATIMUSTENMUKAISUUSVAKUUTUS

Valmistajan nimi

Biosense Webster, Inc.

Valmistajan osoite

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

Valmistajan yksilollinen
rekisterdintitunnus (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
yksildllinen rekisterdintitunnus
(SRN)

BE-AR-000012231

limoitetun laitoksen nimi

DEKRA Certification B.V.

limoitetun laitoksen 0344
tunnistenumero
Teknisen asiakirjan numero TD0013

Tuote- ja kauppanimi (tai -
nimet)

CELSIUS™ THERMOCOOL™ -katetri

NAVISTAR™ THERMOCOOL™ -katetri

Kaksisuuntainen EZ STEER™ THERMOCOOL ™-katetri
Kaksisuuntainen EZ STEER™ THERMOCOOL™ NAYV -katetri

NAVISTAR™ RMT THERMOCOOL™ -katetri
CELSIUS™ RMT THERMOCOOL™ -katetri

Tuotekoodi(t) / tuotetyyppi ja -
kuvaus

Biosense
Tuotekoodi Webster,_ Tuotenimi
35Q13R DI::.SI;?;:I -Is EaEt'étSri'USm THERMOCOOL™ -
35Q33R | D-1189-02-S EaEt'étSri'US"" THERMOCOOL™ -
35Q53R D-1189-03-S CKJaEtI(;t\?iIUSTM THERMOCOOL™ -
35Q73R | D-1189-04-S (k:aEtlét?iIUSTM THERMOCOOL™ -
34H17M D-1197-14-S CKJaEtI(;t\?iIUSTM THERMOCOOL™ -
34H27M D-1197-15-S E:t\(\_:‘/tll?TARTM THERMOCOOL™ -
34H37M D-1197-16-S EQ(\;I?TARTM THERMOCOOL™ -
34H57M D-1197-17-S EQ(\;ETARTM THERMOCOOL™ -
34HJ7M D-1197-18-S EQ(\;ETARTM THERMOCOOL™ -
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Suomi (Finnish)

&) Biosense Webster

FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

EU-VAATIMUSTENMUKAISUUSVAKUUTUS

36HJJM | D-1292-03-S ’;ﬁ?,f’hljgné%rgﬂﬁiﬁfizﬁ

36HEIM | D-1292:04-5 | T ERMOCOOL ™ NAV Fatetr

36HSM | D-1202:05:8 | TRERUTTO N IR AV et
=

NRTTCSIY | D-1266-01-8 | TidR AR 0 o e

CRTTCSIRT | D-1302-:01- | CELSIIS™ RMT THERMOCOOL™

Kayttotarkoitus

CELSIUS™ THERMOCOOL™ -katetri on tarkoitettu kaytettavaksi
sydamen sahkdofysiologiseen kartoitukseen (stimulointi ja rekisterdinti) ja
yhdessa radiotaajuusgeneraattorin kanssa kaytettyna myos sydamen

ablaatioon.

NAVISTAR™ THERMOCOOL™ -katetri on tarkoitettu kaytettavaksi
sydamen sahkofysiologiseen kartoitukseen (stimulointi ja rekisterdinti)
ja yhdessa radiotaajuusgeneraattorin kanssa kaytettyna myoés
sydamen ablaatioon.

Kaksisuuntainen EZ STEER™ THERMOCOOL™ -katetri on tarkoitettu
kaytettavaksi katetriin perustuvaan sydamen sahkafysiologiseen
kartoitukseen (stimulointi ja rekisterdinti) ja yhdessa
radiotaajuusgeneraattorin kanssa kaytettyna myos sydamen ablaatioon.

Kaksisuuntainen EZ STEER™ THERMOCOOL™ NAYV -katetri on
tarkoitettu kaytettavaksi katetriin perustuvaan sydamen
sahkofysiologiseen kartoitukseen (stimulointi ja rekisterdinti) ja
yhdessa radiotaajuusgeneraattorin kanssa kaytettyna myés sydamen

ablaatioon.

NAVISTAR™ RMT THERMOCOOL™ -katetri on tarkoitettu
kaytettavaksi sydamen sahkofysiologiseen kartoitukseen (stimulointi ja
rekisterdinti) ja yhdessa radiotaajuusgeneraattorin kanssa kaytettyna
myds sydamen ablaatioon.

CELSIUS™ RMT THERMOCOOL™ -katetri on tarkoitettu kaytettavaksi
sydamen sahkdofysiologiseen kartoitukseen (stimulointi ja rekisterdinti) ja
yhdessa radiotaajuusgeneraattorin kanssa kaytettyna myos sydamen

ablaatioon.
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Suomi (Finnish)

&) Biosense Webster

s oF The Befiaen oo runy of coupanies

EU-VAATIMUSTENMUKAISUUSVAKUUTUS

Luokitus Luokka IlI (liite VI, s&anté 7)

GMDN-koodi 61785

EMDN-koodi C020301

Basic UDI-DI -arvo 08468350a0022EX- CELSIUS™ THERMOCOOL™ -katetri,

NAVISTAR™ THERMOCOOL™ -katetri, Kaksisuuntainen
EZ STEER™ THERMOCOOL ™-katetri, Kaksisuuntainen
EZ STEER™ THERMOCOOL™ NAYV -katetri

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ -katetri,
CELSIUS™ RMT THERMOCOOL™ -katetri

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

elektroniikkalaitteissa.

laakinnallinen laite (laitteet) on EU:n vaarallisten aineiden rajoittamista
koskevan (RoHS) direktiivin 2011/65/EU mukainen koskien tiettyjen
vaarallisten aineiden kayton rajoittamista sahko- ja

Tama EU-vaatimustenmukaisuusvakuutus annetaan valmistajan yksinomaisella vastuulla.

Me Biosense Webster Inc., taten vakuutamme, etta edelld mainittu |1aakinnallinen laite (laitteet) on

ladkinnallisia laitteita koskevan asetuksen (EU) 2017/745 mukainen.

Tama ilmoitus perustuu:

EU:n teknisten asiakirjojen arviointitodistuksen numeroon 3903009TD09 jonka on mydntanyt ylla ilmoitettu
laitos laakinnallisia laitteita koskevan asetuksen (EU) 2017/745 liitteen IX lukujen Il ja Il mukaisesti

EU:n laadunhallintajarjestelman sertifikaattinumeroon 3903009CE 12, jonka on mydntényt ylla ilmoitettu
laitos 1&8kinnallisia laitteita koskevan asetuksen (EU) 2017/745 liitteen IX lukujen | ja Il mukaisesti.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above
Refer to date from
Signature Date e_Iectromc
signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.
N mitl Maria Jose Arana, Senior Director Quality and Compliance
amefTitle 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.
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Francais (French)

&) Biosense Webster

et oF THE (efusrenaefimien i o courasies

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

Nom de I'organisme notifié

DEKRA Certification B.V.

Numéro d'identification de 0344
I'organisme notifié
Numéro de documentation TD0013

technique

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

Cathéter CELSIUS™ THERMOCOOL

Cathéter NAVISTAR™ THERMOCOOL™

Cathéter bidirectionnel EZ STEER™ THERMOCOOL ™
Cathéter bidirectionnel EZ STEER™ THERMOCOOL™ NAV
Cathéter NAVISTAR™ RMT THERMOCOOL ™

Cathéter CELSIUS™ RMT THERMOCOOL ™

Code(s) du produit/Gamme et Code
description du produit Code qu Biosense Nom du produit
produit Webster,
Inc.
: o
35Q13R | D-1189-01-s | Saheler CELSIUS
' o
35Q33R | D-1189-02-5 | Saheler CELSIUS
A ™
35Q53R | D-1189-03-5 | Saheler C=LSIUS
35Q73R | D-1189-04-s | Saheler CELSIUST
34HI7M | D-1197-14-5 | SRIeter VIS TAR™
34H27M | D-1197-15-5 | SRIeter VIS TAR™
34H37M | D-1197-16-5 | SETeler MAVISTAR™
34HSTM | D-1197-17-s | Saineter FAVISTAR™
34HJTM | D-1197-18-5 | Saiheler RAVISTAR™
36Q33M | D-1204-01-5 | SAneter bldrectionnel E2 STEER™
36Q55M | D-1204-02-5 | SAneter bldrectionnel E2 STEER™
36QUIM | D-1294-03-5 | Sameter didiroctionnel E2 STEER™

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

Page 25 of 72
DoC-MDR-BWI-TD0013 Rev A




Francais (French)

&) Biosense Webster

FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DECLARATION DE CONFORMITE UE

36Q5JM

D-1294-04-S

Cathéter bidirectionnel EZ STEER™

THERMOCOOL ™
36Q35M | D-1294-05-S ?a?gﬁg%%gitiﬁnnel EZ STEER™
A ™
NR7TCSIY | D-1266-01-S ?ﬂtg;ﬁg‘&%ﬂﬁ RMT
A ™
CR7TCSIRT | D-1302-01-S ?ﬂ?gﬁg%‘fo'—gl'ﬁms RMT

Destination

Le cathéter CELSIUS™ THERMOCOOL™ est destiné aux
cartographies électrophysiologiques du coeur (stimulation et
enregistrement) et, quand il est utilisé avec un générateur RF, a I'ablation

cardiaque.

Le cathéter NAVISTAR™ THERMOCOOL™ est destiné aux
cartographies électrophysiologiques du cceur (stimulation et
enregistrement) et, quand il est utilisé avec un générateur RF, a
I'ablation cardiaque.

Le cathéter bidirectionnel EZ STEER™ THERMOCOOL™ est destiné
aux cartographies électrophysiologiques du coeur faites par cathéter
(stimulation et enregistrement) et, quand il est utilisé avec un générateur
RF, a I'ablation cardiaque.

Le cathéter bidirectionnel EZ STEER™ THERMOCOOL™ NAYV est
destiné aux cartographies électrophysiologiques du cceur faites par
cathéter (stimulation et enregistrement) et, quand il est utilisé avec un
générateur RF, a I'ablation cardiaque.

Le cathéter NAVISTAR™ RMT THERMOCOOL™ est destiné aux
cartographies électrophysiologiques du coeur (stimulation et
enregistrement) et, quand il est utilisé avec un générateur RF, a I'ablation

cardiaque.

Le cathéter CELSIUS™ RMT THERMOCOOL™ est destiné aux
cartographies électrophysiologiques du ceoeur (stimulation et
enregistrement) et, quand il est utilisé avec un générateur RF, a I'ablation

cardiaque.

Classification

Classe Ill (Annexe VIII, Régle 7)
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Francais (French)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DECLARATION DE CONFORMITE UE

Code GMDN 61785
Code EMDN C020301
Valeur de I'lUD-ID de base 08468350a0022EX- Cathéter CELSIUS™ THERMOCOOL™, Cathéter

NAVISTAR™ THERMOCOOL™, Cathéter bidirectionnel
EZ STEER™ THERMOCOOL™, Cathéter bidirectionnel
EZ STEER™ THERMOCOOL™ NAV

08468350a0021EV- Cathéter NAVISTAR™ RMT THERMOCOOL™,
Cathéter CELSIUS™ RMT THERMOCOOL ™

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 reglement (UE) 2017/745 relatif aux dispositifs médicaux.

Cette déclaration est faite sur la base du:

Numeéro de certificat UE relatif a I'évaluation de la documentation technique 3903009TDQ9, délivré par
I'organisme notifié susmentionné, conformément a I'Annexe IX, chapitres Il et Ill du réglement (UE)
2017/745 relatif aux dispositifs médicaux.

Numéro de certificat UE relatif au systéme qualité 3903009CE12, délivré par I'organisme notifié
susmentionné, conformément a I'Annexe |X, chapitres | et Il du réglement (UE) 2017/745 relatif aux
dispositifs médicaux.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

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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Deutsch (German)

&) Biosense Webster

AET OF THE ':]-.:[11111'|1..';]L'IL1-.1I.'11 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
bevollméchtigten Vertreters

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

Einmalige
Registrierungsnummer des
bevollmachtigten Vertreters
(SRN)

BE-AR-000012231

Name der Benannten Stelle

DEKRA Certification B.V.

Identifikationsnummer der 0344
Benannten Stelle
Nummer der technischen TDO0013

Dokumentation

Produkt- und Handelsname

CELSIUS™ THERMOCOOL™ Katheter

NAVISTAR™ THERMOCOOL™ Katheter

EZ STEER™ THERMOCOOL™ bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAYV bidirektionaler Katheter
NAVISTAR™ RMT THERMOCOOL™ Katheter

CELSIUS™ RMT THERMOCOOL™ Katheter

Produktcode(s)/Produktpalette
und Beschreibung

Biosense
Produktcode | Webster, Produktname
Inc. Code
™ ™
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL
Katheter
™ ™
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
Katheter
™ ™
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL
Katheter
™ ™
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL
Katheter
NAVISTAR™ THERMOCOOL™
Sai7M D-1197-14-S Katheter
34H27M D-1197-15-S NAVISTAR™ THERMOCOOL™
Katheter
34H37M D-1197-16-S NAVISTAR™ THERMOCOOL™
Katheter
34H57M D-1197-17-S NAVISTAR™ THERMOCOOL™
Katheter
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOOL™
Katheter
EZ STEER™ THERMOCOOL™
36Q33M D-1294-01-S bidirektionaler Katheter
EZ STEER™ THERMOCOOL™
36Q55M D-1294-02-S bidirektionaler Katheter
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EZ STEER™ THERMOCOOL™
36QJIM D-1294-03-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™

36Q5JM D-1294-04-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™

36Q35M D-1294-05-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAV

36H33M D-1292-01-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAV

36H55M D-1292-02-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAV

36HJIM D-1292-03-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAV

36H5IM D-1292-04-S bidirektionaler Katheter

EZ STEER™ THERMOCOOL™ NAV

36H35M D-1292-05-S bidirektionaler Katheter

NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | 1\ ERMOCOOL™ Katheter

CR7TCSIRT | D-1302-01-S CELSIUS™ RMT THERMOCOOL™
Katheter

Zweckbestimmung

Der CELSIUS™ THERMOCOOL™ Katheter ist fir das kardiologische
elektrophysiologische Mapping (Stimulation und Aufzeichnung) und, bei
Verwendung zusammen mit einem HF-Generator, fur kardiale Ablationen
vorgesehen.

Der NAVISTAR™ THERMOCOOL™ Katheter ist fur das kardiologische
elektrophysiologische Mapping (Stimulation und Aufzeichnung) und, bei
Verwendung zusammen mit einem HF-Generator, fir kardiale
Ablationen vorgesehen.

Der EZ STEER™ THERMOCOOL™ bidirektionale Katheter ist fur das
katheterbasierte kardiologische elektrophysiologische Mapping (Stimulation
und Aufzeichnung) und, bei Verwendung zusammen mit einem HF-
Generator, fur kardiale Ablationen vorgesehen.

Der EZ STEER™ THERMOCOOL™ NAV bidirektionale Katheter ist flr
das katheterbasierte kardiologische elektrophysiologische Mapping
(Stimulation und Aufzeichnung) und, bei Verwendung zusammen mit
einem HF-Generator, fir kardiale Ablationen vorgesehen.

Der NAVISTAR™ RMT THERMOCOOL ™ Katheter ist fur das
kardiologische elektrophysiologische Mapping (Stimulation und
Aufzeichnung) und, bei Verwendung zusammen mit einem HF-Generator,
flr kardiale Ablationen vorgesehen.

Der CELSIUS™ RMT THERMOCOOL™ Katheter ist fir das
kardiologische elektrophysiologische Mapping (Stimulation und
Aufzeichnung) und, bei Verwendung zusammen mit einem HF-Generator,
fur kardiale Ablationen vorgesehen.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J Page 29 of 72

DoC-MDR-BWI-TD0013 Rev A




Deutsch (German)

&) Biosense Webster

FRET OF THE ':]w.,-{unvn..'.'||.'!L1-.1l.'11 FAMILY OF COMPANIES

EU-KONFORMITATSERKLARUNG

Klassifizierung

Klasse Il (Anhang VIIl, Regel 7)

GMDN-Code

61785

EMDN-Code

C020301

Basis-UDI-DI-Wert

THERMOCOOL™ NAYV bidirektionaler Katheter

CELSIUS™ RMT THERMOCOOL™ Katheter

08468350a0022EX- CELSIUS™ THERMOCOOL™ Katheter,
NAVISTAR™ THERMOCOOL™ Katheter, EZ STEER™
THERMOCOOL™ bidirektionaler Katheter, EZ STEER™

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ Katheter,

RoHS

erflllen.

Wir Biosense Webster Inc., erklaren hiermit, dass das bzw. die oben
aufgefiihrte(n) Medizinprodukt(e) der Europaischen Richtlinie zur
Beschrankung der Verwendung bestimmter gefahrlicher Stoffe in
Elektro- und Elektronikgeraten (RoHS) (2011/65/EU) erfullt bzw.

Diese EU-Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers

ausgestellt.

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

Diese Erklarung wird auf folgender Grundlage ausgestellt:
EU-Zertifikatsnummer zur Bewertung technischer Dokumentationen 3903009TDQ9, ausgestellt von der
oben genannten Benannten Stelle, in Ubereinstimmung mit Anhang IX, Kapitel Il und 11l der Verordnung
(EU) 2017/745 (ber Medizinprodukte.

EU-Zertifikatsnummer fur Qualitatssicherungssysteme 3903009CE 12, ausgestellt von der oben genannten
Benannten Stelle, in Ubereinstimmung mit Anhang IX, Kapitel | und 11l der Verordnung (EU) 2017/745 Gber

Medizinprodukte.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above
Refer to date from
Signature Date e_Iectromc
signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.
N mitl Maria Jose Arana, Senior Director Quality and Compliance
amefTitle 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 Gilltigkeitsdatum aller
Ubersetzten Dokumente.
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‘Ovopa KOTOOKEUNOTH

Biosense Webster, Inc.

A1glBuvon KATOOKEVOOTN

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

Eviaiog ApiBu6g Kataxwpnong
KaraokeguaoTth (SRN)

US-MF-000014219

Ovopa kai dieubuvon
ESouciodoTnuévou
AvTirpoowTTou

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

Eviaiog api@pég kataxwpnong
ESouciodoTnuévou
AvtirpoowTtrou (SRN)

BE-AR-000012231

Ovopua Koivotroinuévou
Opyaviouou

DEKRA Certification B.V.

Api1Bp6g Tautomoinong 0344
Koivotroinuévou Opyaviopou
ApIBuOG TEXVIKOU QAKEAOU TDO0013

Ovouagcia(eg) TTpoiovTog Kal
EUTTOPIKN(£G) eETTWVUHIA(EQG)

KabBetripag CELSIUS™ THERMOCOOL

KaBetripag NAVISTAR™ THERMOCOOL ™

Apoidpopog kabetipag EZ STEER™ THERMOCOOL™
Ap@idpopog kabetipag EZ STEER™ THERMOCOOL™ NAV
KaBetripag NAVISTAR™ RMT THERMOCOOL™

Kabetipag CELSIUS™ RMT THERMOCOOL™

Kw?dikog(oi)
TTPOIOVTOG(WV)/Ze1pd Kal
TEPIYPAPR TTPOIOVTWV

K - Kwdikég
Kwdikog Biosense Ovopaoia TpoidvTog
TTPOIGVTOG
Webster, Inc
A ™
35Q13R | D-1189-01-S ﬁgﬂﬂpgégg'-LS'US
A ™
35Q33R | D-1189-02-S ’;g@E&I;RApSé S(E)LLSIUS
A ™
35Q53R | D-1189-03-S ’;ﬁ%ﬁéﬂ%é S(E)'-LSWS
A ™
35Q73R | D-1189-04-S };ﬁgmé S(E)LLSIUS
KaBeipac NAVISTAR™
34H1TM | D-1197-14-S | riERMOCOOL™
KaBeipac NAVISTAR™
34H2TM | D-1197-15-S | tHERMOCOOL ™
A ™
A ™
Au@idpopoc KabeTApa
36Q33M | D-1294-01-5 EE(PSTpEE“RgM THEnR?\AéCOOLTM
Au@idpopoc KabeTApa
36Q55M | D-1294-02-5 EE(PSTpEE“RgM THEnR?\AéCOOLTM
Au@idpopog KaBeTrpa
36QJM | D-1294-03-S EE(PSTpEE“RgM THEnR?\AéCOOLTM
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36H55M | D-1292-02-S };ﬁgﬁ%é SSYLETAR”” RMT
36H5JM D-1292-04-S -'Fﬁeéé’ﬂ%é gg\lflTﬁTARTM RMT
36H35M | D-1202-05-5 | hOPeTIPac NAVISTAR™ RMT
CR7TCSIRT | D-1302-01-S _’Fg?;gsﬂpgé 8(EDIL§“IAUSTM RMT

MpoBAerépuevn xpRon

O kaBempag CELSIUS™ THERMOCOOL™ TtrpoopileTal yia Xprion
OTNV NAEKTPOPUOIOAOYIKK) XapToypdenaon Tng Kapdidg (Si€yepan Kai
KaTaypagn) Kal, 6Tav XpnOIKOTIOIEITAI 0€ CUVOUAOUO UE YEVVATPIA
PABIOCUXVOTATWY, TTPOOPICETAI YIa KAPSIAKK) KATAAUGN.

O kaBetpag NAVISTAR™ THERMOCOOL™ trpoopilerai yia Xprion
oTNV NAEKTPOQPUOIOAOYIKH XapToypd@naon TnG Kapdidg (di€yepon Kai
KaTaypa@r) Kai, 6Tav XpnoIYoTIoIEiTal 0€ oUVOUACUO UE YEVVATPIA
PadIOCUXVOTATWY, TTpoopileTal yia Kapdlakr KartdAuon.

O apegidpouog kaBempag EZ STEER™ THERMOCOOL™ trpoopileTal
yla xprion otn Baci{duevn o€ KABETAPA NAEKTPOPUGCIOAOYIKNA
XapTtoypdenaon TnG Kapdidg (d1Eyepan Kal KaTaypagr)) Kai, oTav
XPNOIUOTIOIEITAI € OUVOUATHO JE YEVVATPIO POBIOCUXVOTHTWY,
TTpoopiCeTal yIa KapdIOKT) KATGAuoN.

O augidpopog kabetipag EZ STEER™ THERMOCOOL™ NAV
TpoopieTal yia Baci{Opevn o€ KABETAPA NAEKTPOPUCIOAOYIKI)
xapToypdenaon Tng Kapdiag (diéyepon Kal Kataypagn) kai, étav
XPNOIUOTTIOIEITAI O€ CUVOUACHO HE YEVVATPIO PadIOCUXVOTATWY,
TTpoopideTal yia Kapdiakr KatdAuan.

O kaBetipag NAVISTAR™ RMT THERMOCOOL™ TrpoopileTal yia
XPAON oTNV NAEKTPOPUGCIOAOYIKH XapToypapnan Tng Kapdidg (diéyepon
KaI KaTaypaer) Kai, 6Tav XpnOoIKOTTOIEITalI 0€ CUVOUAOUO PE YEVVATPIA
PABIOCUXVOTATWY, TTPOOPICETAI YIa KAPSIAKK) KATAAUCN.

O kaBempag CELSIUS™ RMT THERMOCOOL™ 1rpoopileTal yia
XPAON oTNV NAEKTPOPUGCIOAOYIKH XapToypapnan Tng Kapdidg (diéyepon
Kal KaTaypagn) Kal, 6Tav XpNOIKOTIOIEITAl 0€ CUVOUAOUO PE YEVVATPIO
PadIoCUXVOTATWY, TTPOOPICETAI VIO KOPDIaKY) KATAAUGT.
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Tagivéunon Katnyopia Il (Mapdptnua VI, Kavévag 7)

Kwdik6g GMDN 61785

Kwdik6g EMDN C020301

TipA BaoikoU UDI-DI 08468350a0022EX- KaBetrpag CELSIUS™ THERMOCOOL,

KaBetripag NAVISTAR™ THERMOCOOL™ | Augidpouog KaBeTApag
EZ STEER™ THERMOCOOL™  Augidpouog kabetrpag
EZ STEER™ THERMOCOOL™ NAV

08468350a0021EV- Kabetipag NAVISTAR™ RMT
THERMOCOOL™, Kabetrjpag CELSIUS™ RMT THERMOCOOL™

RoHS Epeig Biosense Webster Inc., dnAwvoupe pe 1o Tapdv 611 10(T0)
TTPOAVAPEPOPEVO(Q) 1IATPOTEXVOAOYIKO(G) TTpOIdV(Ta)
CUMNMOPQWVETAI(OVTaI) JE TNV EUPWTTAIKA 0dnyia yia Tov TTEPIoPITHUO
TWV eTKivouvwy ouaiwv (RoHS) (2011/65/EE) oxeTika e Tov
TTEPIOPICHO TNG XPAONS OPICHEVWYV ETTIKIVOUVWY OUCIWYV O€ NAEKTPIKO
KOl NAEKTPOVIKO EEOTTAICUO.

H rapouoca AjAwon cupudppwong EE ekdideTal pe TRV amrokA£IoTIKA €U0V TOU KATAOKEUAOTA.

Epeig, Biosense Webster Inc., 81& Tou TapdvTog dnAwvouE OTI TO TTPOAVAPEPOUEVO 1IATPOTEXVOAOYIKO
TTPOoIdV () TTpoidvTa) cupuopwveTal(ovtal) e Tov Kavoviouo yia 1a latpoTtexvoAoyikd Mpoidvra (EE)
2017/745.

H mrapouoa dnAwaon TrpayuaToTrolgital ye Baon Tov:

Ap1Bud MaoTotroinTikoU AgloAdynong Texvikou dakéAdou EE 3903009TD09, 1Tou £kd6Bnke atrd Tov
Koivotroinpévo Opyavigud 1mou dnAwveTal Trapatmdvw, cUugwva pe 1o Mapdptnua X, KepdAaia 1l kai 11
Tou Kavoviopou yia Ta latpotexvoAoyikd Mpoiévta (EE) 2017/745.

Ap1Bu6 MoTotroinTikoU ZuoTtrpaTog MNoidtntag EE 3903009CE12, Tou €kd6BnKe atrd Tov Koivotroinuévo
Opyavioué Tou dnAwveTal TTapatravw, ocUPhewva pe 1o Mapdptnua IX, KepdAaia | kai Il Tou Kavoviouou
yia 1a larporexvoloyikd Mpoiovrta (EE) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

2nueiwon: To ayyAikéd £yypago Bswpeital wg 10 "EN kUplo éyypago"”. H xpovohoynuévn utroypa®n
oT1o "EN kUpio £€yypa@o” Ba avTITTPOCWTTEVUEl TRV NUEPOMNVIA EYKUPOTNTAG TWV OTTOIWVONTTOTE
METAPPACHEVWV EYYPAPWV.
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Gyarté neve

Biosense Webster, Inc.

Gyarté cime

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

Gyarté egyedi regisztracios
szama (SRN)

US-MF-000014219

Meghatalmazott képviselé neve
és cime

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

Meghatalmazott képviseld
egyedi regisztraciés szama
(SRN)

BE-AR-000012231

Bejelentett szervezet neve

DEKRA Certification B.V.

Bejelentett szervezet 0344
azonositoszama
Miiszaki dokumentacio szama TD0013

Terméknév/terméknevek és
kereskedelmi név/kereskedelmi
nevek

CELSIUS™ THERMOCOOL™ katéter

NAVISTAR™ THERMOCOOL™ katéter

EZ STEER™ THERMOCOOL™ kétiranyu katéter

EZ STEER™ THERMOCOOL™ NAV kétiranyu katéter
NAVISTAR™ RMT THERMOCOOL™ katéter
CELSIUS™ RMT THERMOCOOL™ katéter

Termékkéd(ok)/termékskala és -
leiras

Biosense
Termékkéd Webster, Terméknév
Inc. kéd
™ ™
35Q13R D-1189-01-S CEI’_SIUS THERMOCOOL
katéter
™ ™
35Q33R D-1189-02-S CEI’_SIUS THERMOCOOL
katéter
™ ™
35Q53R D-1189-03-S CEI’_SIUS THERMOCOOL
katéter
35Q73R D-1189-04-S CEI'_SIUST'VI THERMOCOOL™
katéter
34H17M D-1197-14-S NA\'/ISTARTM THERMOCOOL™
katéter
34H27M D-1197-15-S NA\'/ISTARTM THERMOCOOL™
katéter
34H37M D-1197-16-S NA\'/ISTARTM THERMOCOOL™
katéter
34H57M D-1197-17-S NA\'/ISTARTM THERMOCOOL™
katéter
34HJ7M D-1197-18-S NA\’/ISTARTM THERMOCOOL™
katéter
EZ STEER™ THERMOCOOQOL™
36Q33M | D-1294-01-S |\ airanyi katéter
EZ STEER™ THERMOCOOL™
36Q55M | D-1294-02-S |\ airanyi katéter
EZ STEER™ THERMOCOOL™
36QJIM | D-1294-03-S | | atiranyu kateter
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36Q5JM

D-1294-04-S

EZ STEER™ THERMOCOOL™

kétiranyu katéter

EZ STEER™ THERMOCOOL™
kétirdnyu katéter

EZ STEER™

36H33M D-1292-01-S | THERMOCOOL™ NAV kétiranyu
katéter

EZ STEER™

36H55M D-1292-02-S | THERMOCOOL™ NAV kétiranyu
katéter

EZ STEER™

36HJJM D-1292-03-S | THERMOCOOL™ NAV kétiranyu
katéter

EZ STEER™

36H5JM D-1292-04-S | THERMOCOOL™ NAV kétiranyu
katéter

EZ STEER™

36H35M D-1292-05-S | THERMOCOOL™ NAV kétiranyu
katéter

NAVISTAR™ RMT
THERMOCOOL™ katéter
CELSIUS™ RMT THERMOCOOL™
katéter

36Q35M D-1294-05-S

NR7TCSIY | D-1266-01-S

CR7TCSIRT | D-1302-01-S

Rendeltetés

A CELSIUS™ THERMOCOOL™ katéter rendeltetés szerint a sziv
elektrofizioldgiai térképezésében valé hasznalatra (ingerlés és
adatrogzités), valamint — RF-generatorral egy(tt alkalmazva — kardialis
ablaciora szolgal.

A NAVISTAR™ THERMOCOOL™ katéter rendeltetés szerint a sziv
elektrofizioldgiai térképezésében valo hasznalatra (ingerlés és
adatrogzités), valamint — RF-generatorral egyitt alkalmazva —
kardialis ablaciora szolgal.

Az EZ STEER™ THERMOCOOL™ kétiranyu katéter rendeltetés szerint
a sziv katéterrel végzett elekirofizioldgiai térképezésében vald hasznalatra
(ingerlés és adatrogzités), valamint — RF-generatorral egytt alkalmazva —
kardialis ablaciora szolgal.

Az EZ STEER™ THERMOCOOL™ NAV kétiranyu katéter rendeltetés
szerint a sziv katéterrel végzett elektrofizioldgiai térképezésére
(ingerlés és adatrogzités), valamint — RF-generatorral egyutt
alkalmazva — kardialis ablaciora szolgal.

A NAVISTAR™ RMT THERMOCOOL™ katéter rendeltetés szerint a
sziv elektrofizioldgiai térképezésében valdé hasznalatra (ingerlés és
adatrogzités), valamint — RF-generatorral egyUtt alkalmazva — kardialis
ablaciora szolgal.

A CELSIUS™ RMT THERMOCOOL™ katéter rendeltetés szerint a sziv
elektrofizioldgiai térképezésében vald hasznalatra (ingerlés és
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adatrdgzités), valamint — RF-generatorral egyutt alkalmazva — kardialis
ablaciora szolgal.

Osztalyozas osztaly Il (melléklet VIII, szabaly 7)

GMDN-kod 61785

EMDN-kod C020301

Alapvet6 UDI-DI értéke 08468350a0022EX- CELSIUS™ THERMOCOOL™ Katéter,

NAVISTAR™ THERMOCOOL™ katéter, EZ STEER™
THERMOCOOL™ kétiranyu katéter, EZ STEER™
THERMOCOOL™ NAV kétiranyu katéter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ katéter,
CELSIUS™ RMT THERMOCOOL ™ katéter

RoHS Mi a(z) Biosense Webster Inc., ezennel kijelentjuk, hogy a fent
emlitett orvostechnikai eszkdz(6k) megfelel(nek) az egyes veszélyes
anyagok elektromos és elektronikus berendezésekben vald
alkalmazasanak korlatozasarol szolé 2011/65/EU iranyelvének.

Ez az EU-megfeleléségi nyilatkozat a gyarté kizarélagos felelésségére keriil kiadasra.

Mi, a(z) Biosense Webster Inc., ezuton kijelentjik, hogy a fent emlitett orvostechnikai eszk6z(6k)
megfelel(nek) az orvostechnikai eszk6zokrél sz616 (EU) 2017/745 rendeletnek.

A jelen nyilatkozat alapja:

A miiszaki dokumentacio értékelésére vonatkozd EU-tanusitvany szama: 3903009TD09, amelyet a fent
megnevezett bejelentett szervezett adott ki az orvostechnikai eszk6zokrél sz616 (EU) 2017/745 rendelet 1X.
mellékletének Il. Es llI. fejezetével 6sszhangban.

A mindségiranyitasi rendszer EU-tanusitvanyanak szama: 3903009CE12, amelyet a fent megnevezett
bejelentett szervezett adott ki az orvostechnikai eszkdzdkrél sz6l6 (EU) 2017/745 rendelet
IX. mellékletének I. és lll. fejezetével 6sszhangban.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Megjegyzés: Az ,EN Master Doc” cimi dokumentum mindsil az angol nyelvii Megfelel8ségi
Nyilatkozatnak. Az ,EN Master Doc” dokumentumban szerepld datumozott alairas a leforditott
Megfelel6ségi Nyilatkozatok érvényességi datumat jeldl
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&) Biosense Webster

FRET OF THE ':]u[nn-:n |||;'|L'!-I.1'.1'.'11 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

Nome dell'organismo notificato

DEKRA Certification B.V.

Numero di identificazione 0344
dell'organismo notificato
Numero della documentazione TDO0013

tecnica

Nomi dei prodotti e
denominazioni commerciali

Catetere CELSIUS™ THERMOCOOL

Catetere NAVISTAR™ THERMOCOOL™

Catetere bidirezionale EZ STEER™ THERMOCOOL™
Catetere bidirezionale EZ STEER™ THERMOCOOL™ NAV
Catetere NAVISTAR™ RMT THERMOCOOL™

Catetere CELSIUS™ RMT THERMOCOOL ™

Codici del prodotto/Gamma e
descrizione del prodotto

Codici del | Dlosense
Webster, Nome del prodotto
L0 Inc. Codici
i
35Q13R | D-1189-01-s | SaiEtere CELSIUS
i
35Q33R | D-1189-02-5 | SaiEere CELSIUS
i
35Q53R | D-1189-03-5 | SaiEtere CELSIUS
35Q73R | D-1189-04-5 | SaEere L SIUST
34HITM | D-1197-14.5 | SRitere FAVIS TART™
34H27M | D-1197-15-5 | SRietere FAVIS TAR ™
34H3TM | D-1197-16-S | SRictere FAVIS TAR™
34H57M | D-1197-17-s | SRtetere MAVISTAR™
34HJTM | D-1197-18-5 | SaEtere RAVISTAR™
36Q33M | D-1204-01-5 | SAretere bidrezionale £2 STEER™
36Q55M | D-1204-02-S | SAretere bidrezionale £2 STEER™
36QUIM | D-1204-03-5 | SaEtere bidliezionale £2 STEER™
36Q50M | D-1204-04-5 | Sprereve idiezionale B2 STEER™
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&) Biosense Webster

et oF THE (efusrenaefimien i o courasies

DICHIARAZIONE DI CONFORMITA UE

Catetere bidirezionale EZ STEER™
36Q35M D-1294-05-S THERMOCOOL ™

Catetere bidirezionale EZ STEER™

36H33M | D-1292-01-S | 1\ERMOCOOL™ NAY

Catetere bidirezionale EZ STEER™

36H55M | D-1292-02-S | 11\ERMOCOOL™ NAY

Catetere bidirezionale EZ STEER™

36HJIM D-1292-03-S THERMOCOOL ™ NAV

Catetere bidirezionale EZ STEER™

36H5JM D-1292-04-S THERMOCOOL ™ NAV

Catetere bidirezionale EZ STEER™

36H35M D-1292-05-S THERMOCOOL ™ NAV

NR7TCSIY | D-1266-01-S Catetere NAVISTAR™ RMT

THERMOCOOL™
Catetere CELSIUS™ RMT
CR7TCSIRT | D-1302-01-S THERMOCOOL ™
Scopo previsto Il catetere CELSIUS™ THERMOCOOL™ ¢ destinato all’'uso nel

mappaggio elettrofisiologico cardiaco (stimolazione e registrazione) e,
quando usato in combinazione con un generatore RF, per I'ablazione
cardiaca.

Il catetere NAVISTAR™ THERMOCOOL™ ¢ destinato all’'uso nel
mappaggio elettrofisiologico cardiaco (stimolazione e registrazione) e,
quando usato in combinazione con un generatore RF, per I'ablazione
cardiaca.

Il catetere bidirezionale EZ STEER™ THERMOCOOL™ ¢ destinato
alluso nel mappaggio elettrofisiologico cardiaco (stimolazione e
registrazione) transcatetere e, quando usato in combinazione con un
generatore RF, per I'ablazione cardiaca.

Il catetere bidirezionale EZ STEER™ THERMOCOOL™ NAV &
destinato all’'uso nel mappaggio elettrofisiologico cardiaco
(stimolazione e registrazione) transcatetere e, quando usato in
combinazione con un generatore RF, per 'ablazione cardiaca.

Il catetere NAVISTAR™ RMT THERMOCOOL™ ¢& destinato all'uso nel
mappaggio elettrofisiologico cardiaco (stimolazione e registrazione) e,
quando usato in combinazione con un generatore RF, per I'ablazione
cardiaca.

Il catetere CELSIUS™ RMT THERMOCOOL™ e destinato all'uso nel
mappaggio elettrofisiologico cardiaco (stimolazione e registrazione) e,
quando usato in combinazione con un generatore RF, per I'ablazione

cardiaca.
Classificazione Classe lll (Appendice VIII, Regola 7)
Codice GMDN 61785
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FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DICHIARAZIONE DI CONFORMITA UE

Codice EMDN C020301

Valore UDI-DI di base 08468350a0022EX- Catetere CELSIUS™ THERMOCOOL, Catetere
NAVISTAR™ THERMOCOOL™, Catetere bidirezionale EZ STEER™
THERMOCOOL™, Catetere bidirezionale EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Catetere NAVISTAR™ RMT THERMOCOOL™,
Catetere CELSIUS™ RMT THERMOCOOL ™

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.

Questa dichiarazione ¢ effettuata sulla base di:

Numero del certificato della valutazione della documentazione tecnica UE 3903009TDQ9, rilasciato
dall’organismo notificato indicato sopra, in conformita all’Appendice IX, Capitoli Il e Ill del Regolamento sui
dispositivi medici (UE) 2017/745.

Numero del certificato del sistema di qualita UE 3903009CE12, rilasciato dall’organismo notificato indicato
sopra, in conformita all’ Appendice IX, Capitoli | e Ill del Regolamento sui dispositivi medici (UE) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above
Refer to date from
Signature Date e_Iectromc
signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.
N Titl Maria Jose Arana, Senior Director Quality and Compliance
amefTitle 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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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

Pazinotas struktiras
nosaukums

DEKRA Certification B.V.

numurs

Pazinotas struktiras 0344
identifikacijas numurs
Tehniskas dokumentacijas TD0013

Izstradajuma nosaukums un
tirdzniecibas nosaukums (-i)

CELSIUS™ THERMOCOOL™ katetrs

NAVISTAR™ THERMOCOOL™ katetrs

EZ STEER™ THERMOCOOL™ divvirzienu katetrs

EZ STEER™ THERMOCOOL™ NAV divvirzienu katetrs
NAVISTAR™ RMT THERMOCOOL™ katetrs

CELSIUS™ RMT THERMOCOOL™ katetrs

Izstradajuma kods(-i) /
Izstradajumu klasts un
apraksts

lzstradajuma | Dlosense
Webster, Izstradajums nosaukums
kods
Inc. kods
™ ™
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL
katetrs
™ ™
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
katetrs
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL™
katetrs
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL™
katetrs
34H17M D-1197-14-S NAVISTAR™ THERMOCOOL™
katetrs
34H27M D-1197-15-S NAVISTAR™ THERMOCOOL™
katetrs
34H37M D-1197-16-S NAVISTAR™ THERMOCOOL™
katetrs
34H57M D-1197-17-S NAVISTAR™ THERMOCOOL™
katetrs
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOOL™
katetrs
EZ STEER™ THERMOCOOQOL™
36Q33M D-1294-01-S divvirzienu katetrs
EZ STEER™ THERMOCOOQOL™
36Q55M D-1294-02-S | i virzienu katetrs
EZ STEER™ THERMOCOOL™
36QIM D-1294-03-S | §ivvirzienu katetrs
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ES ATBILSTIBAS DEKLARACIJA

EZ STEER™ THERMOCOOL™
36Q5JM D-1294-04-S | 4 virzienu katetrs

EZ STEER™ THERMOCOOL™
divvirzienu katetrs

EZ STEER™

36H33M D-1292-01-S | THERMOCOOL™ NAYV divvirzienu
katetrs

EZ STEER™

36H55M D-1292-02-S | THERMOCOOL™ NAYV divvirzienu
katetrs

EZ STEER™

36HJJM D-1292-03-S | THERMOCOOL™ NAYV divvirzienu
katetrs

EZ STEER™

36H5JM D-1292-04-S | THERMOCOOL™ NAYV divvirzienu
katetrs

EZ STEER™

36H35M D-1292-05-S | THERMOCOOL™ NAV divvirzienu
katetrs

36Q35M D-1294-05-S

1o | NAVISTAR™ RMT
NR7TCSIY | D-1266-01-S | 1 1rRMOCOOL™ Katetrs

CELSIUS™ RMT
THERMOCOOL™ katetrs

CR7TCSIRT | D-1302-01-S

Paredzétais noliiks

CELSIUS™ THERMOCOOL™ Kkatetru ir paredzéts lietot sirds
elektrofiziologiskaja karté$ana (stimulacijai un registrésanai), ka arf lietot
kopa ar radiofrekvencu generatoru katetrablacija.

NAVISTAR™ THERMOCOOL™ katetru ir paredzéts lietot sirds
elektrofiziologiskaja kartésana (stimulacijai un registré$anai), ka art
lietot kopa ar radiofrekvencu generatoru katetrablacija.

EZ STEER™ THERMOCOOL™ divvirzienu katetru ir paredzéts lietot sirds
elektrofiziologiskaja karté$ana (stimulacijai un registré$anai) ar katetru, ka
arf lietot kopa ar radiofrekvencéu generatoru katetrablacija.

EZ STEER™ THERMOCOOL™ NAYV divvirzienu katetru ir paredzéts
lietot sirds elektrofiziologiskaja kartéSana (stimulacijai un registréSanai)
ar katetru, ka arf lietot kopa ar radiofrekvencu generatoru
katetrablacija.

NAVISTAR™ RMT THERMOCOOL™ Kkatetru ir paredzéts lietot sirds
elektrofiziologiskaja kartéSana (stimulacijai un registrésanai), ka arf lietot
kopa ar radiofrekvencu generatoru katetrablacija.

CELSIUS™ RMT THERMOCOOL™ Kkatetru ir paredzéts lietot sirds
elektrofiziologiskaja karté$ana (stimulacijai un registréSanai), ka ari lietot
kopa ar radiofrekvencu generatoru katetrablacija.

Klasifikacija Klase Il (Pielikums VIII, Noteikums 7)
GMDN kods 61785
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ES ATBILSTIBAS DEKLARACIJA

EMDN kods C020301

Pamata UDI-DI vértiba 08468350a0022EX- CELSIUS™ THERMOCOOL™ Katetrs,
NAVISTAR™ THERMOCOOL™ katetrs, EZ STEER™
THERMOCOOL™ divvirzienu katetrs, EZ STEER™
THERMOCOOL™ NAYV divvirzienu katetrs

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ katetrs,
CELSIUS™ RMT THERMOCOOL™ katetrs

RoHS Meés Biosense Webster Inc., ar So apliecinam, ka iepriek§ minéta(-s)
medicTniska(-s) ierice(-s) atbilst Eiropas Savienibas direktivai par
bistamu vielu izmanto3anas ierobeZzo$anu (RoHS) (2011/65/ES)
attieciba uz noteiktu bistamu vielu lietoSanu elektriskas un
elektroniskas iekartas.

Par Sis ES atbilstibas deklaracijas izdosanu pilniba ir atbildigs razotajs.

Més, Biosense Webster Inc., ar 8o apliecinam, ka iepriekSminéta(-s) mediciniska(-s) ierice(-s) atbilst
Medicnisko ieri€u regulai (ES) 2017/745.

Sis deklaracijas sagatavo$anas pamats ir:
ES Tehniskas dokumentacijas novértéjuma sertifikats numur 3903009TDO09, ko izdevusi iepriekSminéta
pazinota struktira saskana ar Medicinas iericu regulas (ES) 2017/745 1X pielikuma Il nodalu un Il nodalu.

ES kvalitates sistémas sertifikats numur 3903009CE12, ko izdevusi iepriekSminéta pazinota struktira
saskana ar Medicinas ieri¢u regulas (ES) 2017/745 1X pielikuma | nodalu un Ill nodalu.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title 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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Gamintojo pavadinimas

Biosense Webster, Inc.

Gamintojo adresas

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

Gamintojo unikalusis
registracijos numeris (SRN)

US-MF-000014219

Jgaliotojo atstovo pavadinimas
ir adresas

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

lgaliotojo atstovo unikalusis
registracijos numeris (SRN)

BE-AR-000012231

Notifikuotosios jstaigos
pavadinimas

DEKRA Certification B.V.

Notifikuotosios jstaigos 0344
identifikacinis numeris
Techninés dokumentacijos Nr. TD0013

Gaminio ir prekybinis
pavadinimas (-ai)

CELSIUS™ THERMOCOOL™ kateteris

NAVISTAR™ THERMOCOOL™ Kkateteris

EZ STEER™ THERMOCOOL™ dvikryptis kateterisr

EZ STEER™ THERMOCOOL™ NAYV dvikryptis kateteris
NAVISTAR™ RMT THERMOCOOL™ Kkateteris
CELSIUS™ RMT THERMOCOOL ™ kateteris

Gaminio kodas (-ai) / gaminio
kategorija ir aprasas

o Gaminio
Gaminio . o o
Biosense Gaminio pavadinimas
kodas
Webster, Inc.
35Q13R D-1189-01-S CELSIUSTM THERMOCOOL™
kateteris
35Q33R D-1189-02-S EELSIQST"” THERMOCOOL™
ateteris
™ ™
35Q53R D-1189-03-S CELSIQS THERMOCOOL
kateteris
™ ™
35Q73R D-1189-04-S CKJELSIQS THERMOCOOL
ateteris
34H17M D-1197-14-S NAVIS'lI'ART"’I THERMOCOOL™
kateteris
34H27M D-1197-15-S NAVIS'lI'ART"’I THERMOCOOL™
kateteris
NAVISTAR™ THERMOCOOL™
S4HsTM D-1197-16-S kateteris
34H57M D-1197-17-S NAVIS'.I'ARTM THERMOCOOL™
kateteris
34HJ7M D-1197-18-S NAVIS'.I'ARTM THERMOCOOL™
kateteris
EZ STEER™ THERMOCOOL™
36Q33M D-1294-01-S dvikryptis kateteris
EZ STEER™ THERMOCOOL™
36Q55M D-1294-02-S dvikryptis kateteris
EZ STEER™ THERMOCOOL™
36QJM D-1294-03-S dvikryptis kateteris
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EZ STEER™ THERMOCOOL™

36Q5JM D-1294-04-S dvikryptis kateteris

EZ STEER™ THERMOCOOL™

36Q35M D-1294-05-S dvikryptis kateteris

EZ STEER™
36H33M D-1292-01-S | THERMOCOOL™ NAYV dvikryptis
kateteris

EZ STEER™
36H55M D-1292-02-S | THERMOCOOL™ NAYV dvikryptis
kateteris

EZ STEER™
36HJJM D-1292-03-S | THERMOCOOL™ NAYV dvikryptis
kateteris

EZ STEER™
36H5JM D-1292-04-S | THERMOCOOL™ NAYV dvikryptis
kateteris

EZ STEER™
36H35M D-1292-05-S | THERMOCOOL™ NAYV dvikryptis
kateteris

NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | o\ - pMiocOOL™ kateteris

CELSIUS™ RMT

CR7TCSIRT | D-1302-01-S | rprRrMOCOOL™ Kateteris

Numatyta paskirtis

CELSIUS™ THERMOCOOL™ Kkateteris skirtas naudoti Sirdies
elektrofiziologiniam kartografavimui (stimuliacijai bei jraSymui) ir,
naudojant kartu su RD generatoriumi, Sirdies abliacijai.

NAVISTAR™ THERMOCOOL™ kateteris skirtas naudoti Sirdies
elektrofiziologiniam kartografavimui (stimuliacijai bei jraSymui) ir,
naudojant kartu su RD generatoriumi, Sirdies abliacijai.

EZ STEER™ THERMOCOOL™ dvikryptis kateteris skirtas naudoti
Sirdies kateteriniam elektrofiziologiniam kartografavimui (stimuliavimui bei
jraSymui) ir, naudojant kartu su RD generatoriumi, Sirdies abliacijai.

EZ STEER™ THERMOCOOL™ NAV dvikryptis kateteris skirtas
naudoti Sirdies kateteriniam elektrofiziologiniam kartografavimui
(stimuliavimui bei jraSymui) ir, naudojant kartu su RD generatoriumi,
Sirdies abliacijai.

NAVISTAR™ RMT THERMOCOOL™ kateteris skirtas naudoti Sirdies
elektrofiziologiniam kartografavimui (stimuliacijai bei jraSymui) ir,
naudojant kartu su RD generatoriumi, Sirdies abliacijai.

CELSIUS™ RMT THERMOCOOL™ kateteris skirtas naudoti Sirdies
elektrofiziologiniam kartografavimui (stimuliacijai bei jraSymui) ir,
naudojant kartu su RD generatoriumi, Sirdies abliacijai.

Klasifikavimas

klasé Il (priedas VIII, taisyklé 7)
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ES ATITIKTIES DEKLARACIJA

GMDN kodas 61785

EMDN kodas C020301

e e =l e 08468350a0022EX- CELSIUS™ THERMOCOOL™ Kateteris,

NAVISTAR™ THERMOCOOL™ kateteris, EZ STEER™
THERMOCOOL™ dvikryptis kateteris, EZ STEER™
THERMOCOOL™ NAV dvikryptis kateteris

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ Kateteris,
CELSIUS™ RMT THERMOCOOL ™ Kkateteris

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 iSdavima atsakingas tik gamintojas.

Mes, Biosense Webster Inc., Siuo dokumentu pareiSkiame, kad pirmiau nurodyta (-os) medicinos priemoné
(-és) atitinka Medicinos priemoniy reglamenta (ES) 2017/745.

Si deklaracija parengta remiantis:
ES techninés dokumentacijos vertinimo sertifikatu Nr. 3903009TDO09, kurj iSdavé pirmiau nurodyta
notifikuotoji jstaiga. pagal Medicinos priemoniy reglamento (ES) 2017/745 1X priedo Il ir lll skyriy;

ES kokybés sistemos sertifikatu Nr 3903009CE12, kurj iSdavé pirmiau nurodyta notifikuotoji jstaiga pagal
Medicinos priemoniy reglamento (ES) 2017/745 IX priedo | ir lll skyrius.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date e]ectromc

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date | €l€ctronic

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Pastaba. Atitikties deklaracija angly kalba laikoma ,pagrindine EN atitikties deklaracija“. ,Pagrindinéje
EN atitikties deklaracijoje” esantys paraSai su data nurodo bet kokiy iSversty atitikties deklaracijy
galiojima.
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Norsk (Norwegian)

&) Biosense Webster

AT OF THE ':]\:[1111':|1..';]L'Ih-.u'n FAMILY OF COMPANIES

EU-SAMSVARSERKLARING

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

Navn pa kontrollorgan

DEKRA Certification B.V.

dokumentasjonsnummer

Identifikasjonsnummer for 0344
kontrollorgan
Teknisk TD0013

Produkt- og handelsnavn

CELSIUS™ THERMOCOOL ™-kateter
NAVISTAR™ THERMOCOOL ™-kateter

EZ STEER™ THERMOCOOL™ toveis kateter

EZ STEER™ THERMOCOOL™ NAYV toveis kateter
NAVISTAR™ RMT THERMOCOOL ™-kateter
CELSIUS™ RMT THERMOCOOL ™-kateter

Produktkode(r)/produktsortiment
og -beskrivelse

Biosense
Produktkode Webster, Produktnavn
Inc. kode
™ ™ _
35Q13R D-1189-01-S (kjELSIUS THERMOCOOL
ateter
™ ™ _
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
kateter
™ ™ _
35Q53R D-1189-03-S (kjELSIUS THERMOCOOL
ateter
™ ™ _
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL
kateter
34H17M D-1197-14-S NAVISTAR™ THERMOCOOL™-
kateter
34H27M D-1197-15-S NAVISTAR™ THERMOCOOL™-
kateter
34H37M D-1197-16-S NAVISTAR™ THERMOCOOL™-
kateter
34H57M D-1197-17-S NAVISTAR™ THERMOCOOL™-
kateter
34HJTM D-1197-18-S NAVISTAR™ THERMOCOOL™-
kateter
EZ STEER™ THERMOCOOL™
36Q33M D-1294-01-S toveis kateter
EZ STEER™ THERMOCOOL™
36Q55M D-1294-02-S toveis kateter
EZ STEER™ THERMOCOOL™
36QJJM D-1294-03-S toveis kateter
EZ STEER™ THERMOCOOL™
36Q5JM D-1294-04-S toveis kateter
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Norsk (Norwegian)

&) Biosense Webster

AT OF THE ':]\:[1111':|1..';]L'Ih-.u'n FAMILY OF COMPANIES

EU-SAMSVARSERKLARING

EZ STEER™ THERMOCOOL™

36Q35M D-1294-05-S .
toveis kateter

EZ STEER™
36H33M D-1292-01-S | THERMOCOOL™ NAY toveis
kateter

EZ STEER™
36H55M D-1292-02-S | THERMOCOOL™ NAYV toveis
kateter

EZ STEER™
36HJIM D-1292-03-S | THERMOCOOL™ NAYV toveis
kateter

EZ STEER™
36H5JM D-1292-04-S | THERMOCOOL™ NAYV toveis
kateter

EZ STEER™
36H35M D-1292-05-S | THERMOCOOL™ NAYV toveis
kateter

e 1o | NAVISTAR™ RMT
NR7TCSIY | D-1266-01-S | 1/ RMOCOOL ™-kateter

CR7TCSIRT | D-1302-01-5 | CELSIUS™ RMT

THERMOCOOL ™-kateter

Tiltenkt formal

CELSIUS™ THERMOCOOL ™-kateteret er tiltenkt for bruk i
elektrofysiologisk kartlegging av hjertet (stimulering og registrering) og,
nar brukt sammen med en RF-generator, for hjerteablasjon.

NAVISTAR™ THERMOCOOL ™-kateteret er tiltenkt for bruk i
elektrofysiologisk kartlegging av hjertet (stimulering og registrering)
og, nar brukt sammen med en RF-generator, for hjerteablasjon.

EZ STEER™ THERMOCOOL™ toveis kateter er tiltenkt for bruk i
kateterbasert elektrofysiologisk kartlegging av hjertet (stimulering og
registrering) og, nar brukt sammen med en RF-generator, for
hjerteablasjon.

EZ STEER™ THERMOCOOL™ NAYV toveis kateter er tiltenkt for
kateterbasert elektrofysiologisk kartlegging av hjertet (stimulering og
registrering) og, nar brukt sammen med en RF-generator, for
hjerteablasjon.

NAVISTAR™ RMT THERMOCOOL ™-kateteret er tiltenkt for bruk i
elektrofysiologisk kartlegging av hjertet (stimulering og registrering) og,
nar brukt sammen med en RF-generator, for hjerteablasjon.

CELSIUS™ RMT THERMOCOOL ™-kateteret er tiltenkt for bruk i
elektrofysiologisk kartlegging av hjertet (stimulering og registrering) og,
nar brukt sammen med en RF-generator, for hjerteablasjon.

Klassifisering

Klasse IlI (vedlegg VI, regel 7)

GMDN-kode 61785
EMDN-kode C020301
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Norsk (Norwegian)

&) Biosense Webster

FRET OF THEE ':l\.‘[l111'._'l1 |||.'|L'!'I.1'.1'.'11 FANILY OF COMPANIES.

EU-SAMSVARSERKLARING

Grunnleggende UDI-DI-verdi 08468350a0022EX- CELSIUS™ THERMOCOOL ™-kateter,

NAVISTAR™ THERMOCOOL ™-kateter, EZ STEER™
THERMOCOOL™ toveis kateter, EZ STEER™
THERMOCOOL™ NAV toveis kateter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL ™-kateter,
CELSIUS™ RMT THERMOCOOL ™-kateter

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-samsvarserklzringen 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.

Denne erklaeringen er oppgitt pa grunnlag av:
EU-sertifikatnummer for vurdering av teknisk dokumentasjon 3903009TD09, utstedt av kontrollorganet
nevnt ovenfor, i samsvar med vedlegg IX, kapittel Il og Il i forordning (EU) 2017/745 om medisinsk utstyr.

EU-sertifikatnummer for kvalitetssystem 3903009CE12, utstedt av kontrollorganet nevnt ovenfor, i samsvar
med vedlegg IX, kapittel | og Il i forordning (EU) 2017/745 om medisinsk utstyr.

SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Refer to date from
Signature Date e]ectromc
signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.
Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

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.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J Page 48 of 72

DoC-MDR-BWI-TD0013 Rev A




Polski (Polish)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY 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

Nazwa jednostki notyfikowanej

DEKRA Certification B.V.

Numer identyfikacyjny 0344
jednostki notyfikowanej
Numer dokumentacji TD0013

technicznej

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

Cewnik CELSIUS™ THERMOCOOL™

Cewnik NAVISTAR™ THERMOCOOL ™

Dwukierunkowy cewnik EZ STEER™ THERMOCOOL ™
Dwukierunkowy cewnik EZ STEER™ THERMOCOOL™ NAV
Cewnik NAVISTAR™ RMT THERMOCOOL™

Cewnik CELSIUS™ RMT THERMOCOOL™

Kod(y) produktu/zakres i opis
produktu

Kod Kod .
Biosense Opis produktu
L Webster, Inc.
- ™
35Q13R | D-1189-01-s | MK EEL SIS
- ™
35Q33R | D-1189-02-S ?ﬁﬁgﬁ%ﬁbﬁ'}ﬂ%
35Q53R | D-1189-03-5 | SOk EELSIUST
35Q73R | D-1189-04-5 | Sk EELSLISH
34HITM | D-1197-14-5 | SENTICRATSIAR™
34H2TM | D-1197-15-5 | SENTICRATSIAR™
34H3TM | D-1197-16-5 | SENTICNATSIAR™
34HSTM | D-1197-17-5 | SENTCRATSIAR™
34HITM | D-1197-18-5 | SOVIKNATS IAR™
36033M | D-1204-01-5 | Dyueruskowy cownik £2 STEER™
36055M | D-1204-02-S | Dyeerikowy cewnik £2 STEER™
36QUIM | D-1204-03- | USRIy cownik B2 STEERT
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&) Biosense Webster

FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DEKLARACJA ZGODNOSCI UE

Dwukierunkowy cewnik EZ STEER™

36Q5M | D-1294-04-8 | 1/ ioo 20

Dwukierunkowy cewnik EZ STEER™

36Q35M | D-1294-05-S | 1izem 20

Dwukierunkowy cewnik
36H33M D-1292-01-S | EZ STEER™
THERMOCOOL™ NAV

Dwukierunkowy cewnik
36H55M D-1292-02-S | EZ STEER™
THERMOCOOL™ NAV

Dwukierunkowy cewnik
36HJIM D-1292-03-S | EZ STEER™
THERMOCOOL™ NAV

Dwukierunkowy cewnik
36H5JM D-1292-04-S | EZ STEER™
THERMOCOOL™ NAV

Dwukierunkowy cewnik
36H35M D-1292-05-S | EZ STEER™
THERMOCOOL™ NAV

Cewnik NAVISTAR™ RMT

NR7TCSIY | D-1266-01-S | X rovocooL™

Cewnik CELSIUS™ RMT
CR7TCSIRT | D-1302-01-S THERMOCOOL ™

Przewidziane zastosowanie

Cewnik CELSIUS™ THERMOCOOL™ przeznaczony jest do
mapowania elektrofizjologicznego serca (stymulacja i zapis) oraz, kiedy
jest uzywany wraz generatorem energii o czestotliwosci radiowej, do
ablacji serca.

Cewnik NAVISTAR™ THERMOCOOL™ przeznaczony jest do
mapowania elektrofizjologicznego serca (stymulacja i zapis) oraz,
kiedy jest uzywany wraz generatorem energii o czestotliwosci
radiowej, do ablacji serca.

Dwukierunkowy cewnik EZ STEER™ THERMOCOOL™ jest
przeznaczony do mapowania elektrofizjologicznego serca przy
wykorzystaniu cewnika (stymulacja i zapis) oraz, kiedy jest uzywany wraz
z generatorem energii o czestotliwosci radiowej, do ablacji serca.

Dwukierunkowy cewnik EZ STEER™ THERMOCOOL™ NAV jest
przeznaczony do mapowania elektrofizjologicznego serca przy
wykorzystaniu cewnika (stymulacja i zapis) oraz, kiedy jest uzywany
wraz z generatorem energii o czestotliwosci radiowej, do ablac;ji
serca.

Cewnik NAVISTAR™ RMT THERMOCOOL™ przeznaczony jest do
mapowania elektrofizjologicznego serca (stymulacja i zapis) oraz, kiedy
jest uzywany wraz z generatorem energii 0 czestotliwosci radiowej, do
ablaciji serca.

Cewnik CELSIUS™ RMT THERMOCOOL™ przeznaczony jest do
mapowania elektrofizjologicznego serca (stymulacja i zapis) oraz, kiedy
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&) Biosense Webster

s oF The Befiaen oo runy of coupanies

DEKLARACJA ZGODNOSCI UE

jest uzywany wraz z generatorem energii 0 czestotliwosci radiowej, do
ablacji serca.

Klasyfikacja Klasa Ill (Aneks VI, Zasada 7)

Kod GMDN 61785

Kod EMDN C020301

Wartos¢ kodu Basic UDI-DI 08468350a0022EX- Cewnik CELSIUS™ THERMOCOOL™, Cewnik

NAVISTAR™ THERMOCOOL™, Dwukierunkowy cewnik EZ STEER™
THERMOCOOL™, Dwukierunkowy cewnik EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Cewnik NAVISTAR™ RMT THERMOCOOL™,
Cewnik CELSIUS™ RMT THERMOCOOL™

RoHS My Biosense Webster Inc., niniejszym oswiadczamy, ze wyzej
wymieniony wyréb medyczny (wyroby medyczne) jest zgodny z
Dyrektywa (2011/65/UE) (RoHS) w sprawie ograniczenia stosowania
niektérych 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 wyréb medyczny (wyroby
medyczne) jest zgodny z rozporzgdzeniem w sprawie wyroboéw medycznych (UE) 2017/745.

Oswiadczenie to zostato ztozone na podstawie:

Numer certyfikatu oceny dokumentacji technicznej UE 3903009TD09, wydanego przez wyzej wymieniong
jednostke notyfikowang, zgodnie z zatacznikiem IX, rozdziatami Il i lll rozporzgdzenia w sprawie wyrobow
medycznych (UE) 2017/745.

Numer certyfikatu systemu jakosci UE 3903009CE12, wydanego przez wyzej wymieniong jednostke
notyfikowang, zgodnie z zatgcznikiem 1X, rozdziatami | i lll rozporzgdzenia w sprawie wyrobéw
medycznych (UE) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
: electronic
Signature Date signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.

Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

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 wazno$ci dla
wszelkich przettumaczonych dokumentow.
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Portugués (Portuguese)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DECLARACAO DE CONFORMIDADE DA UE

Nome do fabricante

Biosense Webster, Inc.

Endereco do fabricante

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

Numero 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

Nome do Organismo Notificado

DEKRA Certification B.V.

Numero de identificagao do 0344
Organismo Notificado
Numero da documentagao TD0013

técnica

Nome(s) comercial(is) e do
produto

Cateter CELSIUS™ THERMOCOOL™

Cateter NAVISTAR™ THERMOCOOL ™

Cateter bidirecional EZ STEER™ THERMOCOOL™
Cateter bidirecional EZ STEER™ THERMOCOOL™ NAV
Cateter NAVISTAR™ RMT THERMOCOOL™

Cateter CELSIUS™ RMT THERMOCOOL ™

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

Codigo do B(i::sdezgge Nome do produto
e Webster, Inc.
35Q13R | D-1189-:01-s | Laterer EELSLSE
35Q33R | D-1189-02-8 | Laterer EELSLSE
35Q53R | D-1189-03-s | Loterer EELSLST
35Q73R | D-1189-04- | Loterer EELSILST
34HITM | D-1197-14-5 | S2rtor NAVISTAR™
34H2TM | D-1197-15-5 | SO NATS TR
34H3TM | D-1197-16-5 | SO NATS AR
34HSTM | D-1197-17-5 | SO NATS AR
34HJTM | D-1197-18-5 | S3ier RAVISTAR™
36Q33M | D-1204-01-5 | SAEleroidrecional E2 STEER™
36Q55M | D-1204-02-5 | TS Mdreconal B2 STEER™
36QUM | D-1204-03-5 | LA Ddrecional E2 STEERT
36Q50M | D-1204-04-5 | SAeter Didreconal B2 STEERT
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DECLARACAO DE CONFORMIDADE DA UE

Cateter bidirecional EZ STEER™
36Q35M D-1294-05-S THERMOCOOL ™

Cateter bidirecional EZ STEER™

36H33M | D-1292-01-S | 1 \ERMOCOOL™ NAV

Cateter bidirecional EZ STEER™

36H55M | D-1292-02-8 | 1\\ERMOCOOL™ NAV

Cateter bidirecional EZ STEER™

36HJIM D-1292-03-S THERMOCOOL ™ NAV

Cateter bidirecional EZ STEER™

36H5JM D-1292-04-S THERMOCOOL ™ NAV

Cateter bidirecional EZ STEER™

36H35M D-1292-05-S THERMOCOOL ™ NAV

NR7TCSIY | D-1266-01-s | Cateter NAVISTAR™ RMT

THERMOCOOL™
Cateter CELSIUS™ RMT
CR7TCSIRT | D-1302-01-S THERMOCOOL ™
Finalidade O cateter CELSIUS™ THERMOCOOL™ destina-se a utilizagdo no

mapeamento eletrofisioldgico cardiaco (estimulagdo e gravagao) e,
quando utilizado em conjunto com um gerador de RF, para ablagao
cardiaca.

O cateter NAVISTAR™ THERMOCOOL™ destina-se a utilizagdo em
mapeamento eletrofisioldgico cardiaco (estimulagao e gravagao) e,
quando utilizado em conjunto com um gerador de RF, para ablagéo
cardiaca.

O cateter bidirecional EZ STEER™ THERMOCOOL™ destina-se a
utilizagdo no mapeamento eletrofisiolégico cardiaco baseado em cateter
(estimulagéo e gravagéo) e, quando utilizado em conjunto com um
gerador de RF compativel, para ablagao cardiaca.

O cateter bidirecional EZ STEER™ THERMOCOOL™ NAYV destina-
se a utilizagdo no mapeamento eletrofisiolégico cardiaco baseado em
cateter (estimulagao e gravagéo) e, quando utilizado em conjunto
com um gerador de RF compativel, para ablagao cardiaca.

O cateter NAVISTAR™ RMT THERMOCOOL™ destina-se a utilizagao
no mapeamento eletrofisiolégico cardiaco (estimulagéo e gravagéo) e,
quando utilizado em conjunto com um gerador de RF, para ablagéao
cardiaca.

O cateter CELSIUS™ RMT THERMOCOOL™ destina-se a utilizagdo no
mapeamento eletrofisioldgico cardiaco (estimulagdo e gravagao) e,
quando utilizado em conjunto com um gerador de RF, para ablagédo

cardiaca.
Classificagao Classe Ill (Anexo VIII, Regra 7)
Coédigo GMDN 61785
Codigo EMDN C020301
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FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DECLARACAO DE CONFORMIDADE DA UE

Valor UDI-DI basico 08468350a0022EX- Cateter CELSIUS™ THERMOCOOL™ , Cateter
NAVISTAR™ THERMOCOOL™, Cateter bidirecional EZ STEER™
THERMOCOOL™, Cateter bidirecional EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Cateter NAVISTAR™ RMT THERMOCOOL ™,
Cateter CELSIUS™ RMT THERMOCOOL ™

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

Esta Declaragao 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(ao) em conformidade com o Regulamento (UE) 2017/745 relativo aos dispositivos médicos.

Esta declaragéo é elaborada com base no:

Numero de certificado de avaliagdo da documentagao técnica da UE 3903009TD09, issued by the Notified
Body stated above, in accordance with Anexo IX, Chapter Il and Il of the Medical Device Regulation (EU)
2017/745.

Numero de certificado do sistema de qualidade da UE 3903009CE12, 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.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date e]ectromc

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date | €l€ctronic

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

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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Roméana (Romanian)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY 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

Denumire organism notificat

DEKRA Certification B.V.

Numar de identificare organism | 0344
notificat
Numaér documentatie tehnica TDO013

Denumire produs si denumire(i)
comerciala(e)

Cateter CELSIUS™ THERMOCOOL™

Cateter NAVISTAR™ THERMOCOOL ™

Cateter bidirectional EZ STEER™ THERMOCOOL ™
Cateter bidirectional EZ STEER™ THERMOCOOL™ NAV
Cateter NAVISTAR™ RMT THERMOCOOL™

Cateter CELSIUS™ RMT THERMOCOOL ™

Cod(uri) produs/Gama si
descriere produs

Cod produs %:bgizzﬁ:? Denumire produs
™
35Q13R | D-1189-01-5 | At CELSILS
™
35Q33R | D-1189-025 | Sater CELSILUS
™
35Q53R | D-1189-03-5 | Sater CELSILUS
™
35Q73R | D-1189-04-5 | Sater CELSILS
34HITM | D-1197-14-5 | Sateter RAVIS TAR™
34H27M | D-1197-15.5 | SAteter BAVIS TAR™
34H37TM | D-1197-16-5 | SAreler RAVIS TAR™
34HSTM | D-1197-17-5 | SAreler RAVIS TAR™
34HJTM | D-1197-18-5 | SEier RAVSTAR™
36Q33M | D-1204-01-s | SAEey lrectonal B2 STEER™
36Q55M | D-1204-02-5 | SAsey ilrectonal B2 STEER™
36QUM | D-1204-03-5 | SaEter odrechonal E2 STEERT
36Q50M | D-1204-04-5 | A Oliectonal 2 STEER™
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DECLARATIE DE CONFORMITATE UE

Cateter bidirectional EZ STEER™

36Q35M | D-1294-05-S | 1YCRiocooL™

Cateter bidirectional EZ STEER™

36H33M | D-1292-01-S | T\ ERtidcO0L ™ NAY

Cateter bidirectional EZ STEER™

36H55M | D-1292-02-S | 7\ ERt1OCOOL ™ NAY

Cateter bidirectional EZ STEER™

36HJIM D-1292-03-S THERMOCOOL ™ NAV

Cateter bidirectional EZ STEER™

36H5JM D-1292-04-S THERMOCOOL ™ NAV

Cateter bidirectional EZ STEER™

36H35M D-1292-05-S THERMOCOOL ™ NAV

Cateter NAVISTAR™ RMT
NR7TCSIY D-1266-01-S THERMOCOOL ™

Cateter CELSIUS™ RMT
CR7TCSIRT | D-1302-01-S THERMOCOOL ™

Scop propus

Cateterul CELSIUS™ THERMOCOOL™ este destinat pentru utilizarea
n cartografierea electrofiziologica (stimulare si inregistrare) a inimii si,
cand se utilizeaza impreuna cu un generator RF, pentru ablatie cardiaca.

Cateterul NAVISTAR™ THERMOCOOL™ este destinat pentru
utilizarea in cartografierea electrofiziologica (stimulare si inregistrare)
a inimii si, cand se utilizeaza impreuna cu un generator RF, pentru
ablatie cardiaca.

Cateterul bidirectional EZ STEER™ THERMOCOOL™ este destinat
pentru utilizare Tn cartografierea electrofiziologica a inimii pe baza de
cateter (stimulare si Tnregistrare) si, atunci cand se utilizeaza impreuna cu
un generator de RF, pentru ablatia cardiaca.

Cateterul bidirectional EZ STEER™ NAV THERMOCOOL™ este
destinat pentru cartografierea electrofiziologica a inimii pe baza de
cateter (stimulare si inregistrare) si, atunci cand se utilizeaza
impreund cu un generator de RF, pentru ablatia cardiaca.

Cateterul NAVISTAR™ RMT THERMOCOOL™ este destinat pentru
utilizarea in cartografierea electrofiziologica (stimulare si inregistrare) a
inimii si, cand se utilizeaza impreuna cu un generator RF, pentru ablatie
cardiaca.

Cateterul CELSIUS™ RMT THERMOCOOL™ este destinat pentru
utilizarea in cartografierea electrofiziologica (stimulare si inregistrare) a
inimii si, cand se utilizeaza impreuna cu un generator RF, pentru ablatie
cardiaca.

Clasificare Clasa lll (Anexa VI, Regula 7)
Cod GMDN 61785
Cod EMDN C020301
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DECLARATIE DE CONFORMITATE UE

Valoarea UDI-DI de baza 08468350a0022EX- Cateter CELSIUS™ THERMOCOOL™, Cateter
NAVISTAR™ THERMOCOOL™, Cateter bidirectional EZ STEER™
THERMOCOOL™, Cateter bidirectional EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Cateter NAVISTAR™ RMT THERMOCOOL ™,
Cateter CELSIUS™ RMT THERMOCOOL ™

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 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/dispozitivele medical(e) de mai sus
respecta Regulamentul (UE) 2017/745 privind dispozitivele medicale.

Prezenta declaratie se intocmeste in baza:

Certificatului de evaluare a documentatiei tehnice UE cu numarul 3903009TD09, emis de organismul
notificat de mai sus, in conformitate cu Anexa IX, Capitolele Il si Ill din Regulamentul (UE) 2017/745 privind
dispozitivele medicale

Certificatului privind sistemul de calitate UE cu numarul 3903009CE12, emis de organismul notificat de mai
sus, in conformitate cu Anexa IX, Capitolele | si lll din Regulamentul (UE) 2017/745 privind dispozitivele
medicale.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date e]ectromc

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date | €l€ctronic

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

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.
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EU VYHLASENIE O ZHODE

Nazov vyrobcu

Biosense Webster, Inc.

Adresa vyrobcu

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

Jediné registraéné Eislovyrobcu
(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 €islo
splnomocneného zastupcu
(SRN)

BE-AR-000012231

Nazov notifikovanej osoby

DEKRA Certification B.V.

Identifikacné Cislo notifikovanej | 0344
osoby
Cislo technickej dokumentacie | TD0013

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

Katéter CELSIUS™ THERMOCOOL™

Katéter NAVISTAR™ THERMOCOOL™

Obojsmerny katéter EZ STEER™ THERMOCOOL ™
Obojsmerny katéter EZ STEER™ THERMOCOOL™ NAV
Katéter NAVISTAR™ RMT THERMOCOOL™

Katéter CELSIUS™ RMT THERMOCOOL™

Kody vyrobkov/radvyrobkov
a opis vyrobkov

) _Kody
wrobku | Webstor, Nazov vjrobku
Inc.

A ™
35Q13R | D-1189-01-s | Kater EFLSILS)

A ™
35Q33R | D-1189-02-5 | Kater CELSIS

A ™
35Q53R | D-1189-03-s | Kater OFL SIS

A ™
35Q73R | D-1189-04-s | Faeter EEL SIS

A ™
34HITM | D-1197-14.5 | LSt NATS AR

A ™
34H27M | D-1197-15-5 | LS NATS AR

A ™
34H3TM | D-1197-16- | LS NATS AR

A ™
34HS7M | D-1197-17-5 | KaEier NAYIS TAR

A ™
34HJ7TM | D-1197-18-S ?ﬂﬁ_?&ﬁ’é‘éﬁ[’iﬁ
36Q33M | D-1204-01- | SPSMery kater £z STEER™
36Q55M | D-1294-02- | SoSmery kawier E2 STEER™
36QUIM | D-1204-03-5 | Dosmery aicter £2 STEER™
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EU VYHLASENIE O ZHODE

Obojsmerny katéter EZ STEER™

36Q50M | D-1294-04-8 | 7 220 TN

Obojsmerny katéter EZ STEER™

36Q35M | D-1294-05-S | rPon S0 S

Obojsmerny katéter EZ STEER™

36H33M | D-1292-01-S | 122 SRS T NAY

Obojsmerny katéter EZ STEER™

36H55M | D-1292-02-S | 122 SR S Ay

Obojsmerny katéter EZ STEER™

36HJJM D-1292-03-S THERMOCOOL ™ NAV

Obojsmerny katéter EZ STEER™

36H5JM D-1292-04-S THERMOCOOL ™ NAV

Obojsmerny katéter EZ STEER™

36H35M D-1292-05-S THERMOCOOL ™ NAV

Katéter NAVISTAR™ RMT
NR7TCSIY | D-1266-01-S THERMOCOOL ™

CR7TCSIRT | D-1302-01-§ | Katéter CELSIUS ™ RMT

THERMOCOOL™

Ucel uréenia

Katéter CELSIUS™ THERMOCOOL™ je ur€eny na pouzitie pri
elektrofyziologickom mapovani srdca (stimuléacia a zdznam) a pri pouZiti
v spojeni s RF generatorom na srdcovu ablaciu.

Katéter NAVISTAR™ THERMOCOOL™ je uréeny na pouzitie pri
elektrofyziologickom mapovani srdca (stimulacia a zaznam) a pri
pouziti v spojeni s RF generatorom na srdcovu ablaciu.

Obojsmerny katéter EZ STEER™ THERMOCOOL™ je ureny na
pouzitie pri elektrofyziologickom mapovani srdca (stimulacia a zaznam)
pomocou katétra a pri pouziti v spojeni s RF generatorom na srdcovu
ablaciu.

Obojsmerny katéter EZ STEER™ THERMOCOOL™ NAYV je uréeny
na elektrofyziologické mapovanie srdca (stimulacia a zaznam)
pomocou katétra a pri pouziti v spojeni s RF generatorom na srdcovu
ablaciu.

Katéter NAVISTAR™ RMT THERMOCOOL™ je uréeny na pouzitie pri
elektrofyziologickom mapovani srdca (stimulacia a zaznam) a pri pouziti
v spojeni s RF generatorom na srdcovu ablaciu.

Katéter CELSIUS™ RMT THERMOCOOL™ je ur€eny na pouZitie pri
elektrofyziologickom mapovani srdca (stimulacia a zaznam) a pri pouziti
v spojeni s RF generatorom na srdcovu ablaciu.

Klasifikacia Trieda Il (dodatok VIII, pravidlo 7)
Kéd GMDN 61785
Kéd EMDN C020301

Hodnota zakladného UDI-DI

08468350a0022EX- Katéter CELSIUS™ THERMOCOOL™, Katéter
NAVISTAR™ THERMOCOOL™, Obojsmerny katéter EZ STEER™
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EU VYHLASENIE O ZHODE

THERMOCOOL™, Obojsmerny katéter EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Katéter NAVISTAR™ RMT THERMOCOOL™,
Katéter CELSIUS™ RMT THERMOCOOL™

RoHS

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

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

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

Toto vyhlasenie je uskutoCnené na zaklade nasledovného:
Cislo certifikatu posudenia technickej dokumentacie EU 3903009TDO09, vydané notifikovanym organom
uvedenym vysSie v sulade s kapitolami Il a Il dodatku IX nariadenia o zdravotnickych poméckach (EU)

2017/745.

Cislo certifikatu systému kvality EU 3903009CE12, vydané notifikovanou osobou uvedenou vyssie v
sulade s kapitolami | a Il dodatku IX nariadenia o zdravotnickych pomockach (EU) 2017/745.

SIGNATURE SECTION

Place of Issue

Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic
signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs
Refer to date from
Signature Date e]ectromc
signature.
Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

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
prelozenych vyhlaseni o zhode.
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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 pooblaséenega
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

Ime priglaSenega organa

DEKRA Certification B.V.

Identifikacijska Stevilka
Eriglaéenega organa

0344

Stevilka tehniéne
dokumentacije

TDO0013

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

Kateter CELSIUS™ THERMOCOOQOL™

Kateter NAVISTAR™ THERMOCOOL™

Dvosmerni kateter EZ STEER™ THERMOCOOL™
Dvosmerni kateter EZ STEER™ THERMOCOOL™ NAV
Kateter NAVISTAR™ RMT THERMOCOOQOL™

Kateter CELSIUS™ RMT THERMOCOOL™

Sifra(-e) izdelka / nabor izdelkov
in opis

Sifra Biosense _
izdelka We_bster, Ime izdelka
Inc. izdelka

™
35Q13R | D-1189-01- | Kateter GFLSILS
35Q33R | D-1189-02- | hateter EELSLSH
35Q53R | D-1189-03- | haterer €EL SIS
35Q73R | D-1189-04- | fateter €FL SIS

=
34HITM | D-1197-14-5 | KISt RAVS AR

=
34H27M | D-1197-15.5 | KISt NATS AR

=
34H37TM | D-1197-16-5 | (St NAYS AR

=
34HSTM | D-1197-17-5 | (St NAYS AR

=
34HJTM | D-1197-18-s | Kateler NAVSTAR
36033M | D-1294-01-5 | oroStermikateter £2 STEER™
36Q55M | D-1204-02-5 | oroStemiiaeler 2 STEER™
36QUIM | D-1204-03- | DYoSmeT Kateter 2 STEERT
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IZJAVA EU O SKLADNOSTI

Dvosmerni kateter EZ STEER™

36Q50M | D-1294-04-S | 1/ 2R S

Dvosmerni kateter EZ STEER™

36Q35M | D-1294-05-S | ) 2on ol S

Dvosmerni kateter EZ STEER™

36H33M | D-1292-01-S | 1\\ZR O S0 T NAY

Dvosmerni kateter EZ STEER™

36H55M | D-1292-02-S | 1\\ZRMOCOOL™ NAY

Dvosmerni kateter EZ STEER™

36HJJM D-1292-03-S THERMOCOOL ™ NAV

Dvosmerni kateter EZ STEER™

36H5JM D-1292-04-S THERMOCOOL ™ NAV

Dvosmerni kateter EZ STEER™

36H35M D-1292-05-S THERMOCOOL ™ NAV

Kateter NAVISTAR™ RMT
NR7TCSIY | D-1266-01-S THERMOCOOL ™

CR7TCSIRT | D-1302-01-s | Kateter CELSIUS ™ RMT

THERMOCOOL™

Predvideni namen

Kateter CELSIUS™ THERMOCOOL™ je predviden za uporabo pri
elektrofizioloki kartografiji srca (stimulacija in snemanje) in, kadar se
uporablja skupaj z RF-generatorjem, za ablacijo srca.

Kateter NAVISTAR™ THERMOCOOL™ je predviden za uporabo pri
elektrofizioloski kartografiji srca (stimulacija in snemanije) in, kadar se
uporablja skupaj z RF-generatorjem, za ablacijo srca.

Dvosmerni kateter EZ STEER™ THERMOCOOL™ je namenjen za
uporabo pri elektrofizioloski kartografiji srca na osnovi katetra (stimuliranje
in snemanje) in, kadar se uporablja skupaj z RF-generatorjem, za ablacijo
srca.

Dvosmerni kateter EZ STEER™ THERMOCOOL™ NAYV je namenjen
za elektrofiziolosko kartografijo srca na osnovi katetra (stimuliranje in
snemanje) in, kadar se uporablja skupaj z RF-generatorjem, za
ablacijo srca.

Kateter NAVISTAR™ RMT THERMOCOOL™ je predviden za uporabo
pri elektrofizioloski kartografiji srca (stimulacija in snemanje) in, kadar se
uporablja skupaj z RF-generatorjem, za ablacijo srca.

Kateter CELSIUS™ RMT THERMOCOOL™ je predviden za uporabo pri
elektrofizioloski kartografiji srca (stimulacija in snemanje) in, kadar se
uporablja skupaj z RF-generatorjem, za ablacijo srca.

Razvrscanje Razred Il (dodatek VIII, pravilo 7)
Sifra GMDN 61785
Sifra EMDN C020301

Osnovna vrednost UDI-DI

08468350a0022EX- Kateter CELSIUS™ THERMOCOOL™, Kateter
NAVISTAR™ THERMOCOOL™, Dvosmerni kateter EZ STEER™
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IZJAVA EU O SKLADNOSTI

THERMOCOOL™, Dvosmerni kateter EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Kateter NAVISTAR™ RMT THERMOCOOL™,
Kateter CELSIUS™ RMT THERMOCOOL™

RoHS Biosense Webster Inc., izjavljamo, da je/so zgoraj navedeni
medicinski pripomoc&ek(-i) skladen(-i) z evropsko Direktivo
2011/65/EU o omejevanju uporabe nekaterih nevarnih snovi v
elektri¢ni in elektronski opremi.

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

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

Ta izjava je dana na podlagi:
Certifikata EU o oceni tehni¢ne dokumentacije §t. 3903009TD09, ki ga je izdal zgoraj navedeni priglaseni
organ v skladu z Dodatkom IX, Poglavjema Il in Ill Uredbe o medicinskih pripomockih (EU) 2017/745.

Certifikata EU o sistemu vodenja kakovosti §t. 3903009CE12, ki ga je izdal zgoraj navedeni priglaseni
organ v skladu z Dodatkom X, Poglavjema | in Ill Uredbe o medicinskih pripomockih (EU) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

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.
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Espafiol (Spanish)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY 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 tnico del

representante autorizado (SRN)

BE-AR-000012231

Nombre del organismo
notificado

DEKRA Certification B.V.

técnica

Numero de identificacion del 0344
organismo notificado
Numero de documentacion TD0013

Denominaciones y nombres
comerciales del producto

Catéter CELSIUS™ THERMOCOOL™

Catéter NAVISTAR™ THERMOCOOL ™

Catéter bidireccional EZ STEER™ THERMOCOOL ™
Catéter bidireccional EZ STEER™ THERMOCOOL™ NAV
Catéter NAVISTAR™ RMT THERMOCOOL™

Catéter CELSIUS™ RMT THERMOCOOL ™

Cédigo del producto/gama y
descripcion del producto

Cédigo del B?:sde:g:e Nombre del producto
HEIEe Webster, Inc
: o

35Q13R | D-1189-01-s | Laieter BELSIIS

35Q33R | D-1189-02-8 | Laer EELSLSE

35Q53R | D-1189-03-s | Laerer EELSILST

35Q73R | D-1189-04-5 | LAteter EELSLISH

34HITM | D-1197-14-5 | SO NATSTAR™

34H2TM | D-1197-15-5 | SO NATS AR

34H3TM | D-1197-16-5 | SN NATSTAR™

34HSTM | D-1197-17-5 | SO NATS AR

34HJTM | D-1197-18-5 | SACIOr NATS IAR™

36033M | D-1204-01-5 | SaEteroidreccional E2 STEER™
36Q55M | D-1204-02-5 | SAElerdidreccional B2 STEERT
36QUM | D-1204-03- | SAEr idrecdonal B2 STEER™
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Espafiol (Spanish)

&) Biosense Webster

et oF THE (efusrenaefimien i o courasies

DECLARACION DE CONFORMIDAD DE LA UE

Catéter bidireccional EZ STEER™

36Q5M | D-1294-04-8 | 17cend o5

Catéter bidireccional EZ STEER™

36Q35M | D-1294-05-S | 1Y ERMOCOOL ™

Catéter bidireccional EZ STEER™

36H33M | D-1292-01-S | 1 \ERMOCOOL™ NAY

Catéter bidireccional EZ STEER™

36H55M | D-1292-02-8 | 1\\ERMOCOOL™ NAY

Catéter bidireccional EZ STEER™

36HJJM D-1292-03-S THERMOCOOL ™ NAV

Catéter bidireccional EZ STEER™

36H5JM D-1292-04-S THERMOCOOL ™ NAV

Catéter bidireccional EZ STEER™

36H35M D-1292-05-S THERMOCOOL ™ NAV

Catéter NAVISTAR™ RMT
NR7TCSIY | D-1266-01-S THERMOCOOL ™

Catéter CELSIUS™ RMT
CR7TCSIRT | D-1302-01-S THERMOCOOL ™

Finalidad prevista

El catéter CELSIUS™ THERMOCOOL™ esta disefiado para ser
utilizado en el mapeo electrofisioldgico cardiaco (estimulacién y registro)
Yy, si se usa con un generador de RF, para realizar ablacion cardiaca.

El catéter NAVISTAR™ THERMOCOOL™ esta disefiado para ser
utilizado en el mapeo electrofisiolégico cardiaco (estimulacién y
registro) y, si se usa con un generador de RF, para realizar ablacion
cardiaca.

El catéter bidireccional EZ STEER™ THERMOCOOL™ esta disefiado
para ser utilizado en el mapeo electrofisioldgico cardiaco con catéter
(estimulacion y registro) y, si se usa con un generador de RF, para
realizar ablacién cardiaca.

El catéter bidireccional EZ STEER™ THERMOCOOL™ NAYV esta
disefiado para ser utilizado en el mapeo electrofisiolégico cardiaco
con catéter (estimulacion y registro) y, si se usa con un generador de
RF, para realizar ablacion cardiaca.

El catéter NAVISTAR™ RMT THERMOCOOL™ esta disefiado para ser
utilizado en el mapeo electrofisioldgico cardiaco (estimulacion y registro)
y, Si se usa con un generador de RF, para realizar ablacion cardiaca.

El catéter CELSIUS™ RMT THERMOCOOL™ esta disefiado para ser
utilizado en el mapeo electrofisiolégico cardiaco (estimulacién y registro)
Yy, Si se usa con un generador de RF, para realizar ablacion cardiaca.

Clasificacion

Clase Ill (anexo VIII, regla 7)

Codigo GMDN 61785
Codigo EMDN C020301
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Espafiol (Spanish)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

DECLARACION DE CONFORMIDAD DE LA UE

Valor de UDI-DI basico 08468350a0022EX- Catéter CELSIUS™ THERMOCOOL™, Catéter
NAVISTAR™ THERMOCOOL™, Catéter bidireccional EZ STEER™
THERMOCOOL™, Catéter bidireccional EZ STEER™
THERMOCOOL™ NAV

08468350a0021EV- Catéter NAVISTAR™ RMT THERMOCOOL ™,
Catéter CELSIUS™ RMT THERMOCOOL ™

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 utilizacién de determinadas sustancias
peligrosas en aparatos eléctricos y electrénicos.

Esta Declaracion de conformidad de la UE se e 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.

Esta declaracién se realiza basandose en:

Numero de certificado de la evaluacion de documentacion técnica de la UE 3903009TDQ9, emitido por el
organismo notificado indicado anteriormente, de conformidad con el anexo IX, capitulos Il y Il del
Reglamento sobre productos sanitarios (UE) 2017/745.

Numero de certificado del sistema de calidad de la UE 3903009CE12, emitido por el organismo notificado
indicado anteriormente, de conformidad con el anexo IX, capitulos Il y Il del Reglamento sobre productos
sanitarios (UE) 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date e]ectromc

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date | €l€ctronic

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Nota: La DoC (declaracién 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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Svenska (Swedish)

&) Biosense Webster

FRET OF THE ':I'L.'["“'._'H |||.'|L'!'I.1'.'|'."|1 FAMILY OF COMPANIES

EU-forsdakran om overensstimmelse

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

Anmalda organets namn

DEKRA Certification B.V.

Anmalda organets id-nummer

0344

Tekniskt
dokumentationsnummer

TDO0013

Produktnamn och handelsnamn

CELSIUS™ THERMOCOOL ™-kateter

NAVISTAR™ THERMOCOOL ™-kateter

EZ STEER™ THERMOCOOL™ dubbelriktad kateter

EZ STEER™ THERMOCOOL™ NAV dubbelriktad kateter
NAVISTAR™ RMT THERMOCOOL ™-kateter

CELSIUS™ RMT THERMOCOOL ™-kateter

Produktkod(er)/Produktsortiment
och beskrivning

Biosense
Produktkod | Webster, Produktnamn
Inc. kod
™ ™.
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL
kateter
™ ™.
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
kateter
™ ™.
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL
kateter
™ ™.
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL
kateter
34H17M D-1197-14-S NAVISTAR™ THERMOCOOQOL ™-
kateter
34H27M D-1197-15-S NAVISTAR™ THERMOCOOQOL™-
kateter
34H37M D-1197-16-S NAVISTAR™ THERMOCOOQOL™-
kateter
34H57M D-1197-17-S NAVISTAR™ THERMOCOOQOL™-
kateter
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOOQOL™-
kateter
EZ STEER™ THERMOCOOL™
36Q33M | D-1294-01-S | 4 ppelriktad Kateter
EZ STEER™ THERMOCOOL™
36Q55M | D-1294-02-S | 4 ypeiriktad Kateter
EZ STEER™ THERMOCOOL™
36QJIM | D-1294-03-S |y ppelriktad kateter
EZ STEER™ THERMOCOOL™
36Q5M | D-1294-04-S | 4 ppeiriktad kateter
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Svenska (Swedish)

&) Biosense Webster

FRET OF THE ':l'._.‘[!“'!'-.'ﬂ |||;'|L'!'I.1'.'|'."|1 FAMILY OF COMPANIES

EU-forsdakran om overensstimmelse

EZ STEER™ THERMOCOOL™

36Q35M | D-1294-05-S | 1 verriktad kateter

EZ STEER™
36H33M D-1292-01-S | THERMOCOOL™ NAV
dubbelriktad kateter

EZ STEER™

36H55M D-1292-02-S | THERMOCOOL™ NAV
dubbelriktad kateter

EZ STEER™

36HJJM D-1292-03-S | THERMOCOOL™ NAV
dubbelriktad kateter

EZ STEER™

36H5JM D-1292-04-S | THERMOCOOL™ NAV
dubbelriktad kateter

EZ STEER™

36H35M D-1292-05-S | THERMOCOOL™ NAV
dubbelriktad kateter

1 | NAVISTAR™ RMT
NR7TCSIY | D-1266-01-S | 1 \rohioco0L ™-kateter

o1 | CELSIUS™ RMT
CRYTCSIRT | D-1302-01-S | {{1ERMOCOOL ™-kateter

Avsett andamal

CELSIUS™ THERMOCOOL ™-katetern ar avsedd for anvandning vid
kardiell elektrofysiologisk mappning (stimulering och registrering) och,
nar den anvands tillsammans med en RF-generator, for hjartablation.

NAVISTAR™ THERMOCOOL ™-katetern ar avsedd fér anvandning
vid kardiell elektrofysiologisk mappning (stimulering och registrering)
och, nar den anvands tilsammans med en RF-generator, for
hjartablation.

EZ STEER™ THERMOCOOL™ dubbelriktad kateter ar avsedd for
anvandning vid kateterbaserad kardiell elektrofysiologisk mappning av
hjartat (stimulering och registrering) och, nar den anvands tillsammans
med en RF-generator, for hjartablation.

EZ STEER™ THERMOCOOL™ NAV dubbelriktad kateter ar avsedd
for kateterbaserad kardiell elektrofysiologisk mappning (stimulering
och registrering) och, nar den anvands tillsammans med en RF-
generator, for hjartablation.

NAVISTAR™ RMT THERMOCOOL ™-katetern ar avsedd for
anvandning vid kardiell elektrofysiologisk mappning (stimulering och
registrering) och, nar den anvands tillsammans med en RF-generator, for
hjartablation.

CELSIUS™ RMT THERMOCOOL ™-katetern ar avsedd fér anvandning
vid kardiell elektrofysiologisk mappning (stimulering och registrering) och,
nar den anvands tillsammans med en RF-generator, for hjartablation.

Klassificering

Klass Il (bilaga VIII, regel 7)

GMDN-kod

61785
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Svenska (Swedish)

&) Biosense Webster

FRET OF THE ':I'L.'["“'._'H |||.'|L'!'I.1'.'|'."|1 FAMILY OF COMPANIES

EU-forsdakran om overensstimmelse

EMDN-kod C020301

Grundldggande UDI-DI-varde 08468350a0022EX- CELSIUS™ THERMOCOOL ™-kateter,
NAVISTAR™ THERMOCOOL ™-kateter, EZ STEER™
THERMOCOOL™ dubbelriktad kateter, EZ STEER™
THERMOCOOL™ NAV dubbelriktad kateter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL ™-kateter,
CELSIUS™ RMT THERMOCOOL ™-kateter

RoHS Vi Biosense Webster Inc., forsakrar hdrmed att ovan angivna
medicintekniska produkter uppfyller EU-direktiv 2011/65/EU om
begransning av anvandning av vissa farliga amnen i elektrisk och
elektronisk utrustning.

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

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

Denna forsakran gors baserat pa:
EU:s tekniska dokumentutvardering, certifikatnummer 3903009TDQ9, utfardat av anmalt organ angivet
ovan, i enlighet med bilaga IX, kapitel Il och Il i EU-férordningen om medicintekniska produkter 2017/745.

EU:s kvalitetssystem, certifikathnummer 3903009CE 12, utfardat av anmalt organ angivet ovan, i enlighet
med bilaga IX, kapitel | och Ill i EU-férordningen om medicintekniska produkter 2017/745.

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance
Name/Title

Manufacturer’s Person Responsible for Regulatory Compliance

Obs! Den engelska EU-férsakran om dverensstdmmelse betraktas som originaldokument (EN Master
DoC). De daterade namnteckningarna i originaldokumentet ska representera giltighetsdatum for
eventuella dversatta EU-férsakringarna om overensstammelse.

MDR EU Declaration of Conformity (Shared) Template No 100648949 | Rev. J Page 69 of 72
DoC-MDR-BWI-TD0013 Rev A




Tiirkge (Turkish)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY 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 Essiz Kayit
Numarasi (SRN)

BE-AR-000012231

Onaylanmig Kurulusun Adi

DEKRA Certification B.V.

Onaylanmig Kurulusun Kimlik 0344
Numarasi
Teknik Belge Numarasi TD0013

Uriin ve Marka Ad(lar)i

CELSIUS™ THERMOCOOL™ Kateter

NAVISTAR™ THERMOCOOL™ Kateter

EZ STEER™ THERMOCOOL™ ki Yonli Kateter

EZ STEER™ THERMOCOOL™ NAV iki Yonli Kateter
NAVISTAR™ RMT THERMOCOOL™ Kateter
CELSIUS™ RMT THERMOCOOL™ Kateter

Uriin Kodlan/Uriin Cesitliligi ve
Aciklamasi

. Biosense .
Uriin Kodu Webster, Uriin Adi
Inc. kodu
™ ™
35Q13R D-1189-01-S CELSIUS™ THERMOCOOL
Kateter
™ ™
35Q33R D-1189-02-S CELSIUS™ THERMOCOOL
Kateter
™ ™
35Q53R D-1189-03-S CELSIUS™ THERMOCOOL
Kateter
™ ™
35Q73R D-1189-04-S CELSIUS™ THERMOCOOL
Kateter
34H17M D-1197-14-S NAVISTAR™ THERMOCOOL™
Kateter
34H27M D-1197-15-S NAVISTAR™ THERMOCOOL™
Kateter
34H37M D-1197-16-S NAVISTAR™ THERMOCOOL™
Kateter
34H57M D-1197-17-S NAVISTAR™ THERMOCOOL™
Kateter
34HJ7M D-1197-18-S NAVISTAR™ THERMOCOOL™
Kateter
EZ STEER™ THERMOCOOL™ ki
36Q33M D-1294-01-S Yanlii Kateter
EZ STEER™ THERMOCOOL™ ki
36Q55M D-1294-02-S Yanlii Kateter
EZ STEER™ THERMOCOOL™ ki
36QJJM D-1294-03-S Yanlii Kateter
EZ STEER™ THERMOCOOL™ ki
36Q5JM D-1294-04-S Yanlii Kateter
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Tiirkge (Turkish)

&) Biosense Webster

FET OF THIE ':l'.,'r“'lﬂ.'ﬂ |||;'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

AB UYGUNLUK BEYANI

36Q35M

D-1294-05-S

EZ STEER™ THERMOCOOL™ ki
Yonlu Kateter

36H33M

D-1292-01-S

EZ STEER™
THERMOCOOL™ NAYV iki Yonli
Kateter

36H55M

D-1292-02-S

EZ STEER™ )
THERMOCOOL™ NAYV Iki Yonli
Kateter

36HJJM

D-1292-03-S

EZ STEER™ )
THERMOCOOL™ NAYV Iki Yonli
Kateter

36H5JM

D-1292-04-S

EZ STEER™ )
THERMOCOOL™ NAYV Iki Yonli
Kateter

36H35M

D-1292-05-S

EZ STEER™ )
THERMOCOOL™ NAYV ki Yonlu
Kateter

NR7TCSIY

D-1266-01-S

NAVISTAR™ RMT
THERMOCOOL™ Kateter

CR7TCSIRT

D-1302-01-S

CELSIUS™ RMT THERMOCOOL™
Kateter

Hedeflenen Amag

CELSIUS™ THERMOCOOL™ Kateterin kardiyak elektrofizyolojik
haritalama (uyarim ve kayit) ve bir RF jeneratériyle birlikte kullanildigi
zaman kardiyak ablasyon i¢in kullanilmasi amaglanmistir.

NAVISTAR™ THERMOCOOL™ Kateterin kardiyak elektrofizyolojik
haritalama (uyarim ve kayit) ve bir RF jeneratoriyle birlikte kullanildigi
zaman kardiyak ablasyon igin kullaniimasi amaglanmistir.

EZ STEER™ THERMOCOOL™ iki Yonlii Kateterin, kateter bazli
kardiyak elektrofizyolojik haritalama (uyarim ve kayit) ve bir RF
jeneratoriyle birlikte kullanildigi zaman kardiyak ablasyon igin kullaniimasi

amaglanmistir.

EZ STEER™ THERMOCOOL™ NAV iki Yénlu Kateterin, kateter
bazli kardiyak elektrofizyolojik haritalama (uyarim ve kayit) ve bir RF
jeneratdriyle birlikte kullanildigi zaman kardiyak ablasyon igin
kullanilmasi amaglanmistir.

NAVISTAR™ RMT THERMOCOOL™ Kateterin kardiyak elektrofizyolojik
haritalama (uyarim ve kayit) ve bir RF jeneratorlyle birlikte kullanildidi
zaman kardiyak ablasyon igin kullanilmasi amaglanmistir.

CELSIUS™ RMT THERMOCOOL™ Kateterin kardiyak elektrofizyolojik
haritalama (uyarim ve kayit) ve bir RF jeneratériyle birlikte kullanildigi
zaman kardiyak ablasyon icin kullaniimasi amaclanmistir.

Siniflandirma

Sinif Il (Ek VIII, Kural 7)

GMDN Kodu

61785
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Tiirkge (Turkish)

&) Biosense Webster

FET OF THIE ':l\,'[ln'ﬂ'._'ﬂ |||.'|L'!-I.1'.1'.'11 FANILY OF COMPANIES.

AB UYGUNLUK BEYANI

EMDN Kodu C020301

Temel UDI-DI degeri 08468350a0022EX- CELSIUS™ THERMOCOOL™ Kateter,
NAVISTAR™ THERMOCOOL™ Kateter, EZ STEER™
THERMOCOOL™ ki Yénlu Kateter, EZ STEER™
THERMOCOOL™ NAV ki Yonli Kateter

08468350a0021EV- NAVISTAR™ RMT THERMOCOOL™ Kateter,
CELSIUS™ RMT THERMOCOOL™ Kateter

RoHS Biosense Webster Inc., olarak yukarida listelenen Tibbi Cihaz(lar)in,
elektrikli ve elektronik ekipmanlarda belirli tehlikeli maddelerin
kullaniminin sinirlandiriilmasina iliskin 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 (AB) Tibbi Cihaz(lar)in 2017/745 sayih Tibbi Cihaz
Yoénetmeligi ile uyumlu oldugunu beyan ederiz.

Bu beyan su esaslara gore yapilmigtir:
(AB) 2017/745 sayili Tibbi Cihaz Yonetmeligindeki Ek IX, Bolim Il ve IlI'e uygun olarak yukarida belirtilen
Onaylanmis Kurulus tarafindan verilen AB Teknik Belge Degerlendirmesi Belge Numarasi 3903009TDQ9,

(AB) 2017/745 sayili Tibbi Cihaz Yoénetmelidindeki Ek IX, Bolim | ve Ill'e uygun olarak yukarida belirtilen
Onaylanmis Kurulus tarafindan verilen AB Kalite Sistemi Belge Numarasi 3903009CE12,

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Signature Date | €l€ctronic

signature.
Name/Title Diana Bordley, Senior Director, Regulatory Affairs

Refer to date from
Signature Date e]ectromc

signature.

Maria Jose Arana, Senior Director Quality and Compliance

Name/Title

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 yapilmis tim belgeler igin gegerlilik tarihini temsil edecektir.
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