(L] [60085280] Rev. [A]
=== ST. ] UDE MEDICAL Declaration of Conformity [English]

RED Declaration of Conformity

St. Jude Medical (SJM) hereby declares that the following product(s) conform to the applicable provisions of the
Radio Equipment Directive (2014/53/EU). All supporting documentation is retained under the premises of SIM. This
declaration is issued under the sole responsibility of the manufacturer. This declaration supersedes any declaration
issued previously for the same producti(s).

Manufacturer Address: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

European Representative St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgium

Product Type: Implantable Cardioverter/Defibrillators

Applicable Standards: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
I1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2:

EN 302 195 V2.1.1 (2016-06)
EN 300 328 vV2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Applicable Annex: Il

Technical Construction File: 60085281
Signature:

% ‘ 2L MAY 2017
Theodore J—Hdble Issue Date

Senior Director of Development Quality
Plymouth, MN 55442
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EER
O ST. JUDE MEDICAL

RED Declaration of Conformity

Product Name (s)

[60085280] Rev. [A]

Declaration of Conformity [English]

Description of accessories and components:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 NA
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR I1S-1/DF-1 CD2377-36
Ellipse™ DR I1S-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 NA
Fortify™ VR CD1233-40Q
Fortify Assura™ VR IS-1/DF-1 CD1359-40
Fortify Assura™ VR IS-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 NA
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ IS-1/DF-1 CD3361-40Q
Unify Assura™ IS-1/DF-1 CD3361-40QC
Quadra Assura™ 1S-1/DF-1 CD3367-40
Quadra Assura™ 1S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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EER
O ST. JUDE MEDICAL

[60085280], pea. [A]

[eknapauna 3a cboTBeTCTBUE [ObNnrapcku]

deknapauua 3a CbOTBEeTCTBME CbrnacHo [AupekTuBaTa 3a

pagAnoCHLOpPbLXKEHUATA

C HactosawoTto St. Jude Medical (SIM) geknapupa, Yye cnegHusT(Te) NpoaykT(M) € B CbOTBETCTBME C MPUNOXUMUTE
pa3nopendtu Ha dupektnsa 2014/53/EC 3a xapMOHU3NPAHETO Ha 3aKoOHOAATencTBaTa Ha Obp)KaBUTE YNEHKN BbB
Bpb3ka C NpeaoCTaBAHETO Ha Nasapa Ha paaMocbopbXeHus. Lisnata cbnbTcTBalla JOKYMEHTAUMSI Ce CbXxpaHsaBa
Ha TepuTopusita Ha SJM. HactoswaTta geknapauus ce m3gaBa M3USANO Ha OTTOBOPHOCTTA Ha MPOWM3BOAUTENS.
HacTtosiwaTa geknapaumsi 3aMeHsi BCUYKU NPeaxoaHo nsgageHn geknapaumm 3a cblmsi(te) npogykT(m).

Apgpec Ha npousBoauTens:

EBponencku npeacraBuTen

Bua Ha npoaykTa:

Mpunoxumu cTaHpapTK:

Mpunoxumo npunoxeHve:
TexHun4yecko aocue:

MoanuceT e nonoxeH Ha cTp. 1.

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, CALL

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, benrus

MmnnaHTupyem kapavosepTep/aecdubpunatopu

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/EO

EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1SO14117:2012

3.2

EN 302 195 V2.1.1 (2016-06)
EN 300 328 vV2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281
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EER
O ST. JUDE MEDICAL

[60085280], pea. [A]

[eknapauna 3a cboTBeTCTBUE [ObNnrapcku]

deknapauua 3a CbOTBEeTCTBME CbrnacHo [AupekTuBaTa 3a

Quadra Assura MP™ DF-4

CD3371-40QC

pPagnoChboOpPbLXKEHUsATA
HanmeHoBaHue Ha npoaykTa(u) Mogaen Ne Onucauve Ha r.|pV|Ha,qne>KHocm
M KOMMOHEHTU:
Ellipse™ VR CD1275-36 NA
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 NA
Fortify™ VR CD1233-40Q
Fortify Assura™ VR IS-1/DF-1 CD1359-40
Fortify Assura™ VR IS-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR 1S-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify ™ CD3235-40 NA
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ 1S-1/DF-1 CD3361-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40QC
Quadra Assura™ |S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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EER
O ST. JUDE MEDICAL

[60085280] rev. [A]
Izjava o uskladenosti [hrvatski jezik]

Izjava o uskladenosti s Direktivom o radijskoj opremi (RED)

St. Jude Medical (SJM) ovime izjavljuje da sljedeéi proizvodi zadovoljavaju vazeée odredbe Direktive o radijskoj
opremi (2014/53/EU). Sva popratna dokumentacija ¢uva se na lokaciji tvrtke SIM. Ova se izjava daje pod iskljuCivom
odgovornoS$c¢u proizvodaca. Ova izjava nadjatava sve prethodne izjave za iste proizvode.

Adresa proizvodaca:

Predstavnik u Europi:

Vrsta proizvoda:

Primjenjive norme:

Primjenjivi dodatak:

Tehnic¢ka mapa:

Potpis se odnosi na 1. stranicu.

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgium

implantibilni kardioverter/defibrilatori

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/EZ

EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1SO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281
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EER
O ST. JUDE MEDICAL

[60085280] rev. [A]

Izjava o uskladenosti [hrvatski jezik]

Izjava o uskladenosti s Direktivom o radijskoj opremi (RED)

Opis pribora i komponenti:

Nazivi proizvoda

Broj modela

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 nije primjenjivo
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 nije primjenjivo
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 nije primjenjivo
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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EEE [60085280] Rev. [A]
1 ST. JUDE MEDICAL Prohlageni o shodé [¢estina]

Prohlaseni o shodé dle smérnice 2014/53/EU

St. Jude Medical (SJM) timto prohlasuje, Ze nasledujici vyrobky splfiuji pfislusna ustanoveni smérnice o harmonizaci

dokumentace se nachazi v prostorach SIM. Toto prohlaseni se vydava na vyhradni odpovédnost vyrobce. Timto
prohlaSenim se nahrazuje jakékoli prohlaseni vystavené ke stejnym vyrobkdm dfive.

Adresa vyrobce: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Zastupce v Evropské unii St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgie

Typ vyrobku: Implantacni kardioverter/defibrilatory

Prislusné normy: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2
EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Prislusna pfriloha: Il
Technicky konstrukéni soubor: 60085281

Podpis je uveden na strané 1.
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Prohlaseni o shodé [Cestina]

Prohlaseni o shodé dle smérnice 2014/53/EU

Nazev vyrobku (vyrobkii)

Popis prisluSenstvi a soucasti:

Quadra Assura MP™ DF-4

Ellipse™ VR CD1275-36
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40
Unify™ CRT-D CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ IS-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

CD3371-40QC

87364 Prohlaseni o shodé dle smérnice 2014/53/EU Rev. A
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L] [60085280] Rev. [A]
=== ST. IUDE MEDICAL Overensstemmelseserklaering [dansk]

RED Overensstemmelseserklaering

St. Jude Medical (SJM) erkleerer hermed, at folgende produkt(er) overholder de relevante bestemmelser i
radioudstyrsdirektivet (2014/53/EU). Al understgttende dokumentation tilhgrer SJM. Naervaerende erkleering
udstedes alene under producentens ansvar. Neervaerende erklaering tilsidesaetter alle tidligere udstedte erkleeringer
for samme produkt(er).

Producentens adresse: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Europzisk repraesentant St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgien

Produkttype: Implanterbare cardioverter/defibrillatorer

Galdende standarder: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012
3.2
EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)
Galdende bilag: Il
Teknisk konstruktionsfil: 60085281

Signatur pa side 1.
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EER
O ST. JUDE MEDICAL

RED Overensstemmelseserklaering

[60085280] Rev. [A]

Overensstemmelseserklaering [dansk]

Produktnavn(e) Modelnummer Beskrivelse af tilbehor og komponenter:
Ellipse™ VR CD1275-36 Ikke relevant
Ellipse™ VR CD1275-36Q

Ellipse™ VR 1S-1/DF-1 CD1377-36

Ellipse™ VR 1S-1/DF-1 CD1377-36C

Ellipse™ VR DF-4 CD1377-36Q

Ellipse™ VR DF-4 CD1377-36QC

Ellipse™ DR CD2275-36

Ellipse™ DR CD2275-36Q

Ellipse™ DR IS-1/DF-1 CD2377-36

Ellipse™ DR IS-1/DF-1 CD2377-36C

Ellipse™ DR DF-4 CD2377-36Q

Ellipse™ DR DF-4 CD2377-36QC

Fortify™ VR CD1233-40 Ikke relevant
Fortify™ VR CD1233-40Q

Fortify Assura™ VR 1S-1/DF-1 CD1359-40

Fortify Assura™ VR 1S-1/DF-1 CD1359-40C

Fortify Assura™ VR DF-4 CD1359-40Q

Fortify Assura™ VR DF-4 CD1359-40QC

Fortify™ DR CD2233-40

Fortify™ DR CD2233-40Q

Fortify Assura™ DR IS-1/DF-1 CD2359-40

Fortify Assura™ DR IS-1/DF-1 CD2359-40C

Fortify Assura™ DR DF-4 CD2359-40Q

Fortify Assura™ DR DF-4 CD2359-40QC

Unify™ CD3235-40 Ikke relevant
Unify™ CD3235-40Q

Unify Quadra™ CD3251-40

Unify Quadra™ CD3251-40Q

Unify Assura™ 1S-1/DF-1 CD3361-40

Unify Assura™ 1S-1/DF-1 CD3361-40C

Unify Assura™ [S-1/DF-1 CD3361-40Q

Unify Assura™ [S-1/DF-1 CD3361-40QC

Quadra Assura™ |1S-1/DF-1 CD3367-40

Quadra Assura™ |S-1/DF-1 CD3367-40C

Quadra Assura™ DF-4 CD3367-40Q

Quadra Assura™ DF-4 CD3367-40QC

Quadra Assura MP™ |S-1/DF-1 CD3371-40

Quadra Assura MP™ |S-1/DF-1 CD3371-40C

Quadra Assura MP™ DF-4 CD3371-40Q

Quadra Assura MP™ DF-4

CD3371-40QC
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1] [60085280] Rev. [A]
=== ST. IUDE MEDICAL Conformiteitsverklaring [Nederlands]

Conformiteitsverklaring Richtlijn voor radioapparatuur

St. Jude Medical (SJM) verklaart hierbij dat de volgende producten voldoen aan de toepasselijke bepalingen van de
Richtlijn voor radioapparatuur (2014/53/EU). Alle ondersteunende documentatie wordt bewaard op het terrein van
SJM. Deze verklaring is onder de volledige verantwoordelijkheid van de fabrikant uitgegeven. Deze verklaring
vervangt alle verklaringen die eerder voor deze producten zijn uitgegeven.

Adres fabrikant: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, VS

Europese vertegenwoordiger St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgié

Producttype: Implanteerbare cardioverter/defibrillator

Toepasselijke normen: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Toepasselijke bijlage: Il
Technisch constructiebestand: 60085281

De handtekening is op pagina 1 gezet.
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]

Conformiteitsverklaring [Nederlands]

Conformiteitsverklaring Richtlijn voor radioapparatuur

Productnaam/-namen

Beschrijving van accessoires en onderdelen:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 N.v.t.
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 N.v.t.
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 N.v.t.
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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HEE [60085280] ver [A]
=== ST‘ ] UDE MEDICALN Vastavusdeklaratsioon [eesti keel]

Raadioseadmete direktiivi kohane vastavusdeklaratsioon

St. Jude Medical (SJM) kinnitab, et jargmine toode vo6i jargmised tooted vastavad raadioseadmete direktiivi
(2014/53/EL) kohaldatavatele satetele. Kdik tdendavad dokumendid séilitatakse SJM-is. See deklaratsioon on valja
antud tootja ainuvastutusel. See deklaratsioon asendab kdik eelnevad selle toote vdi nende toodete kohta vélja antud
deklaratsioonid.

Tootja aadress: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, Ameerika
Uhendriigid

Esindaja Euroopas St. Jude Medical Coordination Center BVBA, The

Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgia

Toote tiiiip: Implanteeritavad kardioverter-defibrillaatorid

Kohaldatavad standardid: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Kohaldatav lisa: Il
Tehnilise projekteerimise fail: 60085281

Allkirjastatud on esimene lehekdlg.
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EER
O ST. JUDE MEDICAL

[60085280] ver [A]

Vastavusdeklaratsioon [eesti keel]

Raadioseadmete direktiivi kohane vastavusdeklaratsioon

Toote nimi/nimed

Mudeli nr

Tarvikute ja komponentide kirjeldus:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 Ei ole kohaldatav
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Ei ole kohaldatav
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Ei ole kohaldatav
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Vaatimustenmukaisuusvakuutus [suomi]

RED-vaatimustenmukaisuusvakuutus

St. Jude Medical (SJM) vakuuttaa taten, etta seuraavat tuotteet noudattavat radiolaitedirektiivin (RED) (2014/53/EU)
soveltuvia sadannoksia. Kaikkia taydentavia asiakirjoja sailytetdan SJM:n tiloissa. Tama vakuutus on annettu
yksinomaan valmistajan vastuulla. Tdma vakuutus korvaa kaikki aiemmin samoista tuotteista annetut vakuutukset.

Valmistajan osoite:

Edustaja Euroopassa:

Tuotetyyppi:

Sovellettavat standardit:

Sovellettavat liitteet:

Tekninen rakennetiedosto:

Allekirjoitus tulee 1. sivulle.

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgia

Implantoitava rytmihairiéntahdistin/defibrillaattori

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/EY

EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1SO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281
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EER
O ST. JUDE MEDICAL

RED-vaatimustenmukaisuusvakuutus

Tuotenimi (tuotenimet)

Mallinro

[60085280] Rev. [A]

Vaatimustenmukaisuusvakuutus [suomi]

Lisdvarusteiden ja osien kuvaus:

Quadra Assura MP™ DF-4

Ellipse™ VR CD1275-36
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

CD3371-40QC
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HEEN [60085280] Rev. [A]
=== ST‘ IUDE MEDICALN Déclaration de conformité [francais]

Déclaration de conformité RED

St. Jude Medical (SJM) déclare par la présente que le ou les produits suivants satisfont aux dispositions applicables
de la Directive relative aux équipements radioélectriques (2014/53/EU). L’ensemble des documents justificatifs est
conservé dans les locaux de SJM. Cette déclaration est établie sous la seule responsabilité du fabricant. Cette
déclaration annule toute déclaration précédemment établie pour le ou les mémes produits.

Adresse du fabricant : St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, Etats-Unis

Représentant européen St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgique

Type de produit : Défibrillateurs/cardioverteur implantables

Normes applicables : 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/CE
EN 45502-1:2015, EN 45502-2-2:2008, ISO 14708-6:2010,
ISO 14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, CEl 60601-1-2:2015,
ISO 14117:2012

3.2:

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Annexe applicable : Il
Dossier technique de construction : 60085281

La signature se trouve en page 1.

87364 Modéle de déclaration de conformité RED Rev. A Page 17 sur 46



EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Déclaration de conformité [francais]

Déclaration de conformité RED

Description des accessoires et des

Nom du produit/des produits

Référence #

composants :
Ellipse™ VR CD1275-36 Nd
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Nd
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Nd
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
Quadra Assura MP™ DF-4 CD3371-40QC

87364 Modeéle de déclaration de conformité RED Rev. A
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1] [60085280] Rev. [A]
=== ST. ] UDE MEDICAL Konformitatserklarung [Deutsch]

Funkanlagen-Konformitatserklarung

St. Jude Medical (SJM) erklart hiermit, dass das folgende Produkt / die folgenden Produkte den anwendbaren
Vorschriften der Richtlinie 2014/53/EU zur Bereitstellung von Funkanlagen entsprechen. Jedwede Belegunterlagen
werden auf dem Firmengeldnde von SJM aufbewahrt. Der Hersteller tragt die alleinige Verantwortung fur die
Ausstellung dieser Konformitatserklarung. Diese Erklarung ersetzt jedwede Erklarung, die vorher fiir dasselbe
Produkt / dieselben Produkte ausgestellt wurde.

Anschrift des Herstellers: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Europédische Vertretung: St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgien

Produkttyp: Implantierbare Kardioverter-Defibrillatoren

Relevante Normen: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EG
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012
3.2
EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 vV2.1.1 (2016-11)
EN 301 839 vV2.1.1 (2016-04)
Relevante Anhédnge: Il

Technische Dokumentation: 60085281

Die Signatur wird auf Seite 1 eingesetzt.
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[60085280] Rev. [A]
Konformitatserklarung [Deutsch]

EER
O ST. JUDE MEDICAL

Funkanlagen-Konformitatserklarung

Beschreibung des Zubehors und der

Produktname(n) Modell-Nr.

Komponenten:
Ellipse™ VR CD1275-36 -
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify ™ CD3235-40
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ [S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
Quadra Assura MP™ DF-4 CD3371-40QC

87364 — Funkanlagen-Konformitatserklarung — Vorlage Rev. A
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
ANnAwon ocuppopewaong [EAANVIKE]

AnAwon cuppépewong RED

Me 10 TTapdv, n St. Jude Medical (SIM) dnAwvel OTI Ta TTAPAKATW TTPOIOGVTA CUUUOPQPWYOVTAI TTIPOG TIG IGXUOUCES
olatageig Tng Odnyiag Tepi padioeEotrAiopou (2014/53/EE). OAn n Tekunpiwon dlatnpeital oTIG eyKATAOTACEIS TNG

SJIM. H mapouoa dAAwaon ekdideTal UE ATTOKAEIOTIKA

€uBlvn Tou KataokeuaoTrh. H TTapouoa dAwaon avtikabioTd

otmroladntroTe OnAwaon £xel ekdoBei yia To idlo TTpoidv/Ta idia TTpoidvTa.

AigbBuvon KOTAOOKEVOOTN:

AvTirpéowTTOoG Yia Tnv Eupwrn

TUTTOG TTPOIGVTOG:

loxUovta TpoTUTTA:

loxOov TrapdprTnua:
Apxeio TEXVIKAG KATAOKEUNG:

H utroypaer epapudletal otn oeAida 1.

Mpétutro SAAwong cupudpewons RED 87364 Rev. A

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, HIMA

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, BéAyio

Eu@utedoipol KapdIoPETATPOTIEIG/ATTIVIOWTEG

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC

EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 vV2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281

2elida 21 atd 46



EER
O ST. JUDE MEDICAL

AnAwon cuppopewonsg RED

Ovouagia TpoiovTog (wv)

Ap. HovTéAou

[60085280] Rev. [A]

ANnAwon ocuppopewaong [EAANVIKE]

Meprypa@n TTAPEAKOUEVWYV Kal §APTNHATWV:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 Aev 1oxU¢l
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Agv 1oxU¢l
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Aev 1oxU¢l
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ IS-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

Mpétutro SAAwong cupudpewons RED 87364 Rev. A
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EEE [60085280] Rev. [A]
=== ST. IUDE MEDICAL Megfelel6ségi nyilatkozat [magyar]

A radidberendezésekrél sz616 iranyelv szerinti megfeleléségi
nyilatkozat

A St. Jude Medical (SIM) ezennel kijelenti, hogy a kdvetkezd termék(ek) megfelel(nek) az EU radidberendezésekrdl
sz06l6 iranyelve (2014/53/EU) vonatkozo rendelkezéseinek. Az ezt aldtamaszto teljes dokumentaciot az SIM a sajat
tertletén tarolja. E nyilatkozat kiadasa kizarélag a gyartd felel6sségére torténik. Ez a nyilatkozat felllir minden
korabbi, ugyanezekre a termékekre vonatkozo nyilatkozatot.

A gyarté cime: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Eurépai képviselo St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgium

Termék tipusa: Beliltethetd kardioverter/defibrillatorok

Vonatkoz6 szabvanyok: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1SO14117:2012

3.2

EN 302 195 V2.1.1 (2016-06)

EN 300 328 vV2.1.1 (2016-11)
EN 301 839 vV2.1.1 (2016-04)

Vonatkozé melléklet: Il
A miiszaki felépitést tartalmazo fajl: 60085281 hd

Az alairas az 1. oldalon talalhato.

87364 — Sablon a radioberendezésekrél szol6 irdnyelv szerinti megfelelségi nyilatkozathoz, A verzid  23. oldal (6sszesen: 46)



EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Megfelel6ségi nyilatkozat [magyar]

A radidberendezésekrél sz616 iranyelv szerinti megfeleléségi
nyilatkozat

A termék(ek) neve(i)
Ellipse™ VR

Tipusszam
CD1275-36

A tartozékok és osszetevok leirasa:

Nem értelmezhet6

Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Nem értelmezhetd
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Nem értelmezhetd
Unify ™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ 1S-1/DF-1 CD3361-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40QC
Quadra Assura™ |S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

Quadra Assura MP™ DF-4

CD3371-40QC
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(1] [60085280] Rev. [A]
=== ST‘ IUDE MEDICALN Dichiarazione di conformita [ltaliano]

Dichiarazione di conformita a RED

Con la presente, St. Jude Medical (SJM) dichiara che il/i seguente/i prodotto/i €/sono conformel/i alle disposizioni
applicabili della direttiva 2014/53/UE concernente I'armonizzazione delle legislazioni degli Stati membri relative alla
messa a disposizione sul mercato di apparecchiature radio. Tutta la documentazione di supporto & conservata sotto
la responsabilita di SUM. La presente dichiarazione € rilasciata sotto la responsabilita esclusiva del produttore. La
presente dichiarazione sostituisce ogni dichiarazione rilasciata in precedenza per lo/gli stesso/i prodottol/i.

Indirizzo del produttore: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Rappresentante per I’'Unione europea: St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgio

Tipo di prodotto: Dispositivi di cardioversione/defibrillazione impiantabili

Norme applicabili: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/CE
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Allegato applicabile: Il
Fascicolo tecnico di fabbricazione: 60085281

La firma & applicata a pag. 1.
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EER
O ST. JUDE MEDICAL

Dichiarazione di conformita a RED

[60085280] Rev. [A]

Dichiarazione di conformita [Italiano]

Nome dei prodotti N. modello Descrizione di accessori e componenti:
Ellipse™ VR CD1275-36 N/D
Ellipse™ VR CD1275-36Q

Ellipse™ VR 1S-1/DF-1 CD1377-36

Ellipse™ VR 1S-1/DF-1 CD1377-36C

Ellipse™ VR DF-4 CD1377-36Q

Ellipse™ VR DF-4 CD1377-36QC

Ellipse™ DR CD2275-36

Ellipse™ DR CD2275-36Q

Ellipse™ DR IS-1/DF-1 CD2377-36

Ellipse™ DR IS-1/DF-1 CD2377-36C

Ellipse™ DR DF-4 CD2377-36Q

Ellipse™ DR DF-4 CD2377-36QC

Fortify™ VR CD1233-40 N/D
Fortify™ VR CD1233-40Q

Fortify Assura™ VR 1S-1/DF-1 CD1359-40

Fortify Assura™ VR 1S-1/DF-1 CD1359-40C

Fortify Assura™ VR DF-4 CD1359-40Q

Fortify Assura™ VR DF-4 CD1359-40QC

Fortify™ DR CD2233-40

Fortify™ DR CD2233-40Q

Fortify Assura™ DR IS-1/DF-1 CD2359-40

Fortify Assura™ DR IS-1/DF-1 CD2359-40C

Fortify Assura™ DR DF-4 CD2359-40Q

Fortify Assura™ DR DF-4 CD2359-40QC

Unify™ CD3235-40 N/D
Unify™ CD3235-40Q

Unify Quadra™ CD3251-40

Unify Quadra™ CD3251-40Q

Unify Assura™ 1S-1/DF-1 CD3361-40

Unify Assura™ 1S-1/DF-1 CD3361-40C

Unify Assura™ [S-1/DF-1 CD3361-40Q

Unify Assura™ [S-1/DF-1 CD3361-40QC

Quadra Assura™ |1S-1/DF-1 CD3367-40

Quadra Assura™ |S-1/DF-1 CD3367-40C

Quadra Assura™ DF-4 CD3367-40Q

Quadra Assura™ DF-4 CD3367-40QC

Quadra Assura MP™ |S-1/DF-1 CD3371-40

Quadra Assura MP™ |S-1/DF-1 CD3371-40C

Quadra Assura MP™ DF-4 CD3371-40Q

Quadra Assura MP™ DF-4

CD3371-40QC

87364 Modello dichiarazione di conformita RED Rev. A
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EEE [60085280] Red. [A]
1 ST. JUDE MEDICAL Atbilstibas deklaracija [latviski]

RED Atbilstibas deklaracija

Ar $o St. Jude Medical (turpmak — SJM) apstiprina, ka zemak noraditie izstradajumi atbilst piemérojamajam
prasibam ES direktiva attieciba uz radioiekartu pieejamibu tirgd (2014/53/ES). Visi apstiprinoSie dokumenti tiek
glabati SUM telpas. Par $is deklaracijas izdo$anu atbildigs ir tikai raZotajs. ST deklaracija aizstaj jebkuru citu
deklaraciju, kas ieprieks izdota par So(-iem) izstradajumu(-iem).

Razotaja adrese: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, ASV

Parstavis Eiropas Savieniba St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1,
1935 Zaventem, Belgija

Izstradajuma veids: Implant&jami kardioverteri un defibrilatori

Piemérojamie standarti: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EK
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 V2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Piemérojamais pielikums: Il
Tehniska konstrukcijas dokumentacija: 60085281

Paraksts atrodas 1. Ipp.
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EER
O ST. JUDE MEDICAL

RED Atbilstibas deklaracija

Izstradajuma nosaukums(-i)

Modela nr.

[60085280] Red. [A]
Atbilstibas deklaracija [latviski]

Piederumu un sastavdalu apraksts

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 Nav piemérojams
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR I1S-1/DF-1 CD2377-36
Ellipse™ DR I1S-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Nav piemérojams
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Nav piemérojams
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ |S-1/DF-1 CD3361-40Q
Unify Assura™ |S-1/DF-1 CD3361-40QC
Quadra Assura™ |S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

87364 RED Atbilstibas deklaracijas veidne, red. A
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EEE [60085280] [A] per.
1 ST. JUDE MEDICAL Atitikties deklaracija [lietuviy k]

Direktyvoje dél radijo jrangos pateikty reikalavimy atitikties
deklaracija

,ot. Jude Medical* (SJM) pareiskia, kad toliau nurodyti gaminiai atitinka taikytinas direktyvos dél valstybiy nariy
jstatymy, susijusiy su radijo jrenginiy tiekimu rinkai, suderinimo (2014/53/ES) nuostatas. Visi pagrindziantys
dokumentai saugomi SJM patalpose. Uz $ios deklaracijos leidimg visg atsakomybe prisiima gamintojas. Si deklaracija
panaikina anksciau iSleistas ty pa€iy gaminiy deklaracijas.

Gamintojo adresas St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, JAV

Atstovas Europoje St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgija

Gaminio tipas Implantuojamas kardiostimuliatorius / defibriliatorius

Taikytini standartai 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EB
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1SO14117:2012

3.2

EN 302 195 2.1.1 vers. (2016-06)

EN 300 328 2.1.1 vers. (2016-11)
EN 301 839 2.1.1 vers. (2016-04)

Taikytinas priedas Il
Techninis failas 60085281

PasiraSoma 1 psl.
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[60085280] [A] per.

11 .N
mss ST. JUDE MEDICAL Atitikties deklaracija [lietuviy k]

Direktyvoje dél radijo jrangos pateikty reikalavimy atitikties
deklaracija

Gaminio pavadinimas

Modelio Nr.

Priedy ir komponenty aprasas

Ellipse™ VR CD1275-36
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1 / DF-1 CD1377-36
Ellipse™ VR 1S-1 / DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/ DF-1 CD2377-36
Ellipse™ DR IS-1/ DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Néra
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1 / DF-1 CD1359-40
Fortify Assura™ VR 1S-1/ DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/ DF-1 CD2359-40
Fortify Assura™ DR IS-1 / DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify ™ CD3235-40 Néra
Unify ™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1 / DF-1 CD3361-40
Unify Assura™ 1S-1 / DF-1 CD3361-40C
Unify Assura™ 1S-1 / DF-1 CD3361-40Q
Unify Assura™ 1S-1 / DF-1 CD3361-40QC
Quadra Assura™ 1S-1 / DF-1 CD3367-40
Quadra Assura™ 1S-1 / DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1 / DF-1 CD3371-40
Quadra Assura MP™ |S-1 / DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
Quadra Assura MP™ DF-4 CD3371-40QC

87364 Direktyvoje dél radijo jrangos pateikty reikalavimy atitikties Sablonas, A perz.
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Deklaracja zgodnosci [jezyk polski]

Deklaracja zgodnosci RED

Firma St. Jude Medical (SJM) niniejszym os$wiadcza, ze nastepujgce produkty sg zgodne ze stosownymi przepisami
dyrektywy Parlamentu Europejskiego i Rady w sprawie harmonizacji ustawodawstw panstw czionkowskich
dotyczacych udostepniania na rynku urzadzen radiowych (2014/53/UE). Cala dokumentacja uzupetniajgca jest
przechowywana w siedzibie firmy SJM. Niniejsza deklaracja jest wydawana na wylgczng odpowiedzialnosc
producenta. Deklaracja ta zastepuje wszystkie deklaracje wydane wczesniej dla tych samych produktow.

Adres producenta:

Przedstawiciel w Unii Europejskiej:

Typ produktu:

Obowiagzujace normy:

Obowiazujacy zatacznik:
Dokumentacja techniczno-konstrukcyjna:

Podpis sktada sie na stronie 1.

87364 Szablon deklaracji zgodnosci RED wersja A

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgia

Implantowalne kardiowertery/defibrylatory

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC

EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 vV2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Deklaracja zgodnosci [jezyk polski]

Deklaracja zgodnosci RED

Nazwa (nazwy) produktu Nr modelu Opis akcesoriow i elementow:
Ellipse™ VR CD1275-36 Nie dotyczy
Ellipse™ VR CD1275-36Q

Ellipse™ VR IS-1/DF-1 CD1377-36

Ellipse™ VR IS-1/DF-1 CD1377-36C

Ellipse™ VR DF-4 CD1377-36Q

Ellipse™ VR DF-4 CD1377-36QC

Ellipse™ DR CD2275-36

Ellipse™ DR CD2275-36Q

Ellipse™ DR IS-1/DF-1 CD2377-36

Ellipse™ DR IS-1/DF-1 CD2377-36C

Ellipse™ DR DF-4 CD2377-36Q

Ellipse™ DR DF-4 CD2377-36QC

Fortify™ VR CD1233-40 Nie dotyczy
Fortify™ VR CD1233-40Q

Fortify Assura™ VR 1S-1/DF-1 CD1359-40

Fortify Assura™ VR 1S-1/DF-1 CD1359-40C

Fortify Assura™ VR DF-4 CD1359-40Q

Fortify Assura™ VR DF-4 CD1359-40QC

Fortify™ DR CD2233-40

Fortify™ DR CD2233-40Q

Fortify Assura™ DR IS-1/DF-1 CD2359-40

Fortify Assura™ DR IS-1/DF-1 CD2359-40C

Fortify Assura™ DR DF-4 CD2359-40Q

Fortify Assura™ DR DF-4 CD2359-40QC

Unify™ CD3235-40 Nie dotyczy
Unify™ CD3235-40Q

Unify Quadra™ CD3251-40

Unify Quadra™ CD3251-40Q

Unify Assura™ 1S-1/DF-1 CD3361-40

Unify Assura™ 1S-1/DF-1 CD3361-40C

Unify Assura™ [S-1/DF-1 CD3361-40Q

Unify Assura™ [S-1/DF-1 CD3361-40QC

Quadra Assura™ |1S-1/DF-1 CD3367-40

Quadra Assura™ |S-1/DF-1 CD3367-40C

Quadra Assura™ DF-4 CD3367-40Q

Quadra Assura™ DF-4 CD3367-40QC

Quadra Assura MP™ |S-1/DF-1 CD3371-40

Quadra Assura MP™ |S-1/DF-1 CD3371-40C

Quadra Assura MP™ DF-4 CD3371-40Q

Quadra Assura MP™ DF-4

CD3371-40QC

87364 Szablon deklaracji zgodnosci RED wersja A
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Declaragao de conformidade [portugués]

RED — Declaracao de conformidade

A St. Jude Medical (SJM) declara que o(s) seguinte(s) produto(s) esta(ao) em conformidade com as disposi¢cdes
aplicaveis da diretiva respeitante a disponibilizagdo de equipamentos de radio no mercado (2014/53/UE). Todos os
documentos comprovativos sao mantidos nas instalagdes da SJM. A presente declaracao de conformidade é emitida
sob a exclusiva responsabilidade do fabricante. Esta declaragdo substitui qualquer declaragdo formulada

anteriormente para o(s) mesmo(s) produto(s).

Endereco do fabricante:

Representante europeu:

Tipo de produto:

Normas aplicaveis:

Anexo aplicavel:

Dossier técnico de construgéo:

A assinatura é aplicada na pagina 1.

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, EUA

St.Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Bélgica

Cardioversores/desfibrilhadores implantaveis

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/CE

EN 45502-1:2015, EN 45502-2-2:2008, 1SO 14708-6:2010,
ISO 14117:2012

3.1b:
EN 45502-1:2015, EN 45502-2-2:2008, IEC 60601-1-
2:2015, ISO 14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 vV2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281
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RED — Declaracao de conformidade

Nome(s) do produto

N.° de modelo

[60085280] Rev. [A]

Declaragao de conformidade [portugués]

Descrigcado de acessorios e componentes:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 N/D
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 N/D
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 N/D
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

87364 RED — Declaragéo de conformidade, rev. modelo A
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HEEN [60085280] Rev. [A]
=== ST‘ IUDE MEDICALN Declaratie de conformitate [limba romana]

Declaratie de conformitate cu Directiva privind echipamentele radio

Prin prezenta, St. Jude Medical (SJM) declara ca produsele prezentate in continuare sunt in conformitate cu
prevederile aplicabile ale Directivei privind echipamentele radio (2014/53/UE). Toate documentele justificative sunt
pastrate la sediul SUM. Aceasta declaratie este emisa pe raspunderea exclusiva a producétorului. Aceasta declaratie
inlocuieste orice altd declaratie emisa anterior pentru aceleasi produse.

Adresa producator: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, SUA

Reprezentant european St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgia

Tip produs: Defibrilatoare/cardioconvertoare implantabile

Standarde aplicabile: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/CE
EN 45502-1:2015, EN 45502-2-2:2008, ISO 14708-6:2010,
ISO 14117:2012

3.1b:

EN 45502-1:2015, EN 45502-2-2:2008, IEC 60601-1-
2:2015, ISO 14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Anexa aplicabila: Il
Dosar de constructie tehnica: 60085281

Documentul se semneaza pe pagina 1.
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EER
O ST. JUDE MEDICAL

Nume produs

Numar model

[60085280] Rev. [A]

Declaratie de conformitate [limba romana]

Declaratie de conformitate cu Directiva privind echipamentele radio

Descrierea accesoriilor si a componentelor:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 Nu este cazul
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Nu este cazul
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Nu este cazul
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

Sablonul 87364 de Declaratie de conformitate cu Directiva privind echipamentele radio, Rev A Pagina 36 din 46




(1] [60085280] Rev. [A]
=== ST‘ IUDE MEDICALN Vyhlasenie o zhode [slovencina]

Vyhlasenie o zhode so smernicou o radiovych zariadeniach

Spolognost St. Jude Medical (SJM) tymto vyhlasuje, Ze uvedené vyrobky spifiaju platné ustanovenia Smernice
Eurépskeho parlamentu a Rady 2014/53/EU o harmonizacii pravnych predpisov &lenskych $tatov tykajucich sa
spristupfiovania radiovych zariadeni na trhu. VSetka podporna dokumentacia sa uchovava v priestoroch spolo¢nosti
SJM. Toto vyhlasenie sa vydava na vyhradnu zodpovednost vyrobcu. Toto vyhlasenie nahradza akékolvek iné
predtym vydané vyhlasenie tykajuce sa tych istych vyrobkov.

Adresa vyrobcu: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Eurépsky zastupca: St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgicko

Typ vyrobku: Implantovatelné kardiovertery/defibrilatory

Platné normy: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/ES
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2
EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Platna priloha: Il

Subor technickej konstrukénej 60085281
dokumentacie:

Podpis sa uvadza na strane 1.
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]

Vyhlasenie o zhode [slovencina]

Vyhlasenie o zhode so smernicou o radiovych zariadeniach

Nazov vyrobku

Popis prisluSenstva a sucasti:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 Neuvéadza sa
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Neuvadza sa
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify ™ CD3235-40 Neuvadza sa
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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HEE [60085280] razl. [A]
=== ST‘ IUDE MEDICALN Izjava o skladnosti [slovens€ina]

Izjava o skladnosti z Direktivo o radijski opremi

Podjetje St. Jude Medical (SJM) izjavlja, da so naslednji izdelki skladni z veljavnimi dologili Direktive o radijski opremi
(2014/53/EU). Vso podporno dokumentacijo hrani podjetie SJM. Za izdajo te izjave je izkljuéno odgovoren
izdelovalec. Ta izjava nadomesti vse predhodne izjave, ki so bile izdane za iste izdelke.

Naslov izdelovalca: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, ZDA

Zastopnik za Evropo: St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgija

Vrsta izdelka: Vsadni kardioverter/defibrilatorji

Veljavni standardi: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/ES
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1SO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Veljavni dodatek: Il.
Tehniéna dokumentacija: 60085281

Podpis je na 1. strani.
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EER
O ST. JUDE MEDICAL

[60085280] razl. [A]

Izjava o skladnosti [slovens€ina]

Izjava 0 skladnosti z Direktivo o radijski opremi

Opis sestavnih delov in dodatne opreme:

Ime izdelka/-ov:

St. modela:

Quadra Assura MP™ DF-4

CD3371-40QC

Ellipse™ VR CD1275-36 Se ne uporablja.
Ellipse™ VR CD1275-36Q
Ellipse™ VR IS-1/DF-1 CD1377-36
Ellipse™ VR IS-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Se ne uporablja.
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify™ CD3235-40 Se ne uporablja.
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Declaracion de conformidad [espafiol]

Declaracién de conformidad con la Directiva sobre equipos

radioeléctricos

Por la presente, St. Jude Medical (SJM) declara que el siguiente producto cumple con las disposiciones aplicables
de la Directiva sobre equipos radioeléctricos (2014/53/UE). Toda la documentaciéon de apoyo se conserva en las
instalaciones de SJM. Esta declaracion se expide bajo la exclusiva responsabilidad del fabricante. La presente
declaracion sustituye cualquier otra divulgada anteriormente para el mismo producto.

Direccion del fabricante:

Representante en Europa

Tipo de producto:

Normas aplicables:

Anexo aplicable:

Archivo de construccion técnica:

La firma se estampa en la pagina 1.

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, EE. UU.

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Bélgica

Desfibriladores o cardioversores implantables

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/CE

EN 45502-1:2015, EN 45502-2-2:2008, 1SO 14708-6:2010,
ISO 14117:2012

3.1b:
EN 45502-1:2015, EN 45502-2-2:2008, IEC 60601-1-
2:2015, 1ISO 14117:2012

3.2

EN 302 195 V2.1.1 (06-2016)
EN 300 328 vV2.1.1 (11-2016)
EN 301 839 V2.1.1 (04-2016)

60085281
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Declaracion de conformidad [espafiol]

Declaracién de conformidad con la Directiva sobre equipos
radioeléctricos

Nombre del producto

N.° de modelo

Descripcion de los accesorios y componentes

Quadra Assura MP™ DF-4

Ellipse™ VR CD1275-36 ND
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 ND
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify ™ CD3235-40 ND
Unify ™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ 1S-1/DF-1 CD3361-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40QC
Quadra Assura™ |S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ |S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q

CD3371-40QC
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HEEN [60085280] Rev. [A]
=== ST‘ IUDE MEDICALN Forsakran om dverensstammelse [svenska]

Forsakran om overensstammelse med radioutrustningsdirektivet

St. Jude Medical (SJM) forsakrar harmed att foljande produkt(er) uppfyller de tillampliga kraven i Europaparlamentets
och radets direktiv om harmonisering av medlemsstaternas lagstiftning om tillhandahallande pa marknaden av
radioutrustning (2014/53/EU). All styrkande dokumentation finns tillgadnglig hos SJM. Denna férsdkran om
Overensstammelse utfardas pa tillverkarens eget ansvar. Denna férsakran ersatter varje tidigare férsakran som har
utfardats for samma produkt(er).

Tillverkarens adress: St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, USA

Europeisk representant St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgien

Produkttyp: Implanterbar elkonverterare-defibrillator

Tillampliga standarder: 3.1a:
EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC
EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1ISO14117:2012

3.1b:

EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)

EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

Tillamplig bilaga: Il
Teknisk dokumentation: 60085281

Signatur pa sidan 1.
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[60085280] Rev. [A]

Forsakran om dverensstammelse [svenska]

Forsakran om overensstammelse med radioutrustningsdirektivet

Produktnamn Modellnr Beskrivning av tillbehor och komponenter:
Ellipse™ VR CD1275-36 Ej tillampligt
Ellipse™ VR CD1275-36Q
Ellipse™ VR 1S-1/DF-1 CD1377-36
Ellipse™ VR 1S-1/DF-1 CD1377-36C
Ellipse™ VR DF-4 CD1377-36Q
Ellipse™ VR DF-4 CD1377-36QC
Ellipse™ DR CD2275-36
Ellipse™ DR CD2275-36Q
Ellipse™ DR IS-1/DF-1 CD2377-36
Ellipse™ DR IS-1/DF-1 CD2377-36C
Ellipse™ DR DF-4 CD2377-36Q
Ellipse™ DR DF-4 CD2377-36QC
Fortify™ VR CD1233-40 Ej tillampligt
Fortify™ VR CD1233-40Q
Fortify Assura™ VR 1S-1/DF-1 CD1359-40
Fortify Assura™ VR 1S-1/DF-1 CD1359-40C
Fortify Assura™ VR DF-4 CD1359-40Q
Fortify Assura™ VR DF-4 CD1359-40QC
Fortify™ DR CD2233-40
Fortify™ DR CD2233-40Q
Fortify Assura™ DR IS-1/DF-1 CD2359-40
Fortify Assura™ DR IS-1/DF-1 CD2359-40C
Fortify Assura™ DR DF-4 CD2359-40Q
Fortify Assura™ DR DF-4 CD2359-40QC
Unify ™ CD3235-40 Ej tillampligt
Unify™ CD3235-40Q
Unify Quadra™ CD3251-40
Unify Quadra™ CD3251-40Q
Unify Assura™ 1S-1/DF-1 CD3361-40
Unify Assura™ 1S-1/DF-1 CD3361-40C
Unify Assura™ [S-1/DF-1 CD3361-40Q
Unify Assura™ [S-1/DF-1 CD3361-40QC
Quadra Assura™ |1S-1/DF-1 CD3367-40
Quadra Assura™ |S-1/DF-1 CD3367-40C
Quadra Assura™ DF-4 CD3367-40Q
Quadra Assura™ DF-4 CD3367-40QC
Quadra Assura MP™ [S-1/DF-1 CD3371-40
Quadra Assura MP™ |S-1/DF-1 CD3371-40C
Quadra Assura MP™ DF-4 CD3371-40Q
Quadra Assura MP™ DF-4 CD3371-40QC
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EER
O ST. JUDE MEDICAL

[60085280] Rev. [A]
Uygunluk Beyani [Turkge]

RED Uyumluluk Beyani

St. Jude Medical (SJM), isbu belge ile su Urlnlerin Radyo Ekipmanlari Direktifinin (2014/53/EU) ilgili hikimlerine
uygun oldugunu beyan eder. TUm destekleyici belgeler SUM sirketinde tutulmaktadir. Isbu beyan, yalnizca dreticinin
sorumlulugu altinda gikariimistir. Isbu beyan, ayni Grtinler igin daha énce ¢ikarilmis beyanlarin yerine geger.

Ureticinin Adresi:

Avrupa Temsilcisi

Uriin Tiirii:

ilgili Standartlar:

ilgili Ek:
Teknik Yapi Dosyasi:

Sayfa 1 imzalanmistir.

87364 RED Uygunluk Beyani Sablonu Rev A

St. Jude Medical Cardiac Rhythm Management Division,
15900 Valley View Court, Sylmar, CA 91342, ABD

St. Jude Medical Coordination Center BVBA, The
Corporate Village, Da Vincilaan 11 Box F1, 1935
Zaventem, Belgika

implante Edilebilir Kardiyoverter/Defibrilatérler

3.1a:

EN 62311:2008, EN 62479:2010, SAR: 1999/519/EC

EN 45502-1:2015, EN 45502-2-2:2008, 1SO14708-6:2010,
1SO14117:2012

3.1b:
EN 45502-1:2015, EN45502-2-2:2008, IEC 60601-1-2:2015,
1ISO14117:2012

3.2

EN 302 195 Vv2.1.1 (2016-06)
EN 300 328 V2.1.1 (2016-11)
EN 301 839 V2.1.1 (2016-04)

60085281

Sayfa 45 / 46



EER
O ST. JUDE MEDICAL

RED Uyumluluk Beyani

[60085280] Rev. [A]
Uygunluk Beyani [Turkge]

Uriin Adlari Model No Aksesuar ve bilesenlerin agiklamasi:
Ellipse™ VR CD1275-36 Gecerli Degil
Ellipse™ VR CD1275-36Q

Ellipse™ VR IS-1/DF-1 CD1377-36

Ellipse™ VR IS-1/DF-1 CD1377-36C

Ellipse™ VR DF-4 CD1377-36Q

Ellipse™ VR DF-4 CD1377-36QC

Ellipse™ DR CD2275-36

Ellipse™ DR CD2275-36Q

Ellipse™ DR IS-1/DF-1 CD2377-36

Ellipse™ DR IS-1/DF-1 CD2377-36C

Ellipse™ DR DF-4 CD2377-36Q

Ellipse™ DR DF-4 CD2377-36QC

Fortify™ VR CD1233-40 Gecerli Degil
Fortify™ VR CD1233-40Q

Fortify Assura™ VR 1S-1/DF-1 CD1359-40

Fortify Assura™ VR 1S-1/DF-1 CD1359-40C

Fortify Assura™ VR DF-4 CD1359-40Q

Fortify Assura™ VR DF-4 CD1359-40QC

Fortify™ DR CD2233-40

Fortify™ DR CD2233-40Q

Fortify Assura™ DR IS-1/DF-1 CD2359-40

Fortify Assura™ DR IS-1/DF-1 CD2359-40C

Fortify Assura™ DR DF-4 CD2359-40Q

Fortify Assura™ DR DF-4 CD2359-40QC

Unify™ CD3235-40 Gegerli Degil
Unify™ CD3235-40Q

Unify Quadra™ CD3251-40

Unify Quadra™ CD3251-40Q

Unify Assura™ 1S-1/DF-1 CD3361-40

Unify Assura™ 1S-1/DF-1 CD3361-40C

Unify Assura™ [S-1/DF-1 CD3361-40Q

Unify Assura™ [S-1/DF-1 CD3361-40QC

Quadra Assura™ |1S-1/DF-1 CD3367-40

Quadra Assura™ |S-1/DF-1 CD3367-40C

Quadra Assura™ DF-4 CD3367-40Q

Quadra Assura™ DF-4 CD3367-40QC

Quadra Assura MP™ |S-1/DF-1 CD3371-40

Quadra Assura MP™ |S-1/DF-1 CD3371-40C

Quadra Assura MP™ DF-4 CD3371-40Q

Quadra Assura MP™ DF-4

CD3371-40QC

87364 RED Uygunluk Beyani Sablonu Rev A

Sayfa 46 / 46




