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Radio Equipment Directive (RED) Compliance —
EU Declaration of Conformity
Spinal Cord Stimulator Systems
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Boston
Scientific

Advancing science for life

™

Declaration of Conformity
Radio Equipment Directive (2014/53/EU)

Issuer’s Name: Boston Scientific Neuromodulation Corporation
Issuer’s Address: 25155 Rye Canyon Loop

Valencia, CA 91355

USA

Object of the declaration: Precision™ Spinal Cord Stimulator System
(Precision™ System)
Precision Spectra™ Spinal Cord Stimulator System
(Precision Spectra™ System)
Precision Novi™ Spinal Cord Stimulator System
(Precision Novi™ System)
Precision™ Montage™ MRI Spinal Cord Stimulator System
(Precision™ Montage™ MRI System)
Precision™ Montage™ Spinal Cord Stimulator System
(Precision™ Montage™ System)
Spectra WaveWriter™ Spinal Cord Stimulator System
(Spectra WaveWriter™ System)

The Precision SCS device family models addressed by this Declaration of Conformity are:
Precision™ System: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™ System: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™ System: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™ and Precision™ Montage™ MRI Systems: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra WaveWriter™ System: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

The object of the declaration described above is in conformity with the relevant Union harmonized
legislation and the following documents: Radio Equipment Directive (2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Manufacturer EC-Representative

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

United States of America Treland

Boston Scientific Neuromodulation Corporation is exclusively responsible for the Declaration of
Conformity.

Signed for and on behalf of:  Boston Scientific Neuromodulation Corporation

Date of Issue: 02AUG2019 Place of Issue: Valencia, California

RAUL20(T

Adele Shoustal Date of Signature
Director of Regulatory Affairs
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Boston
Scientific

Advancing science for life

™

Declaracion de conformidad
Directiva relativa a equipos radioeléctricos (2014/53/EU)

Nombre del emisor: Boston Scientific Neuromodulation Corporation
Direccion del emisor: 25155 Rye Canyon Loop

Valencia, CA 91355

EE. UU.

Objeto de la declaracion: Sistema de estimulacion de la médula espinal (EME) Precision™
(Sistema Precision™)
Sistema de estimulacion de la médula espinal Precision Spectra™
(Sistema Precision Spectra™)
Sistema de estimulacion de la médula espinal Precision Novi™
(Sistema Precision Novi™)
Sistema de estimulacion de la médula espinal RM Precision™ Montage™
(Sistema de RM Precision™ Montage™)
Sistema de estimulacién de la médula espinal Precision™ Montage™
(Sistema Precision™ Montage™)
Sistema de estimulacion de la médula espinal Spectra Wave Writer™
(Sistema Spectra Wave Writer™)

Los modelos de la gama de dispositivos de EME Precision afectados por esta Declaracion de
conformidad son los siguientes:

Sistema Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Sistema Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,

SC-5312, SC-6412-3

Sistema Precision Novi™:; SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Sistemas de RM Precision™ Montage™ y Precision™ Montage™: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Sistema Spectra Wave Writer™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

El objeto de la declaracién anterior estd en conformidad con la legislacion armonizada
correspondiente de la Uniéon Europea y con los documentos siguientes: Directiva relativa a equipos
radioeléctricos (2014/53/EU)

ETSILEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Fabricante Representante de la CE

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Estados Unidos de América Irlanda

Boston Scientific Neuromodulation Corporation es exclusivamente responsable de la Declaracion de
conformidad.

Firmado en nombre de: Boston Scientific Neuromodulation Corporation

Fecha de publicacion: 02AUG2019 Lugar de emisién: Valencia, California

O2AUE20(4
Adele Shoustal Fecha de la firma
Directora de asuntos reglamentarios
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Bost
Serentific

Advancing science for life™

Déclaration de conformité
Directive européenne sur les équipements radio (2014/53/EU)

Nom de I'émetteur : Boston Scientific Neuromodulation Corporation
Adresse de I'émetteur : 25155 Rye Canyon Loop

Valencia, CA 91355, Etats-Unis

Etats-Unis

Objet de la déclaration :  Précision™ Systéme de stimulation de la moelle épini¢re
(Precision™ System)
Precision Spectra™ Systéme de stimulation de la moelle épiniére
(Systéme Precision Spectra™)
Precision Novi™ Systéme de stimulation de la moelle épiniére
(Systéme Precision™ Novi)
Precision™ Montage™ MRI Systéme de stimulation de la moelle épiniére
(Systéme ™Montage™ MRI)
Precision™ Montage™ Systéme de stimulation de la moelle épiniére
(Systéme Precision™ Montage™)
Spectra WaveWriter™ Systéme de stimulation de la moelle épiniére
(Systeéme Spectra WaveWriter™)

Les modéles de la famille d'appareils Precision SCS visés par la présente déclaration de
conformité sont :

Precision™ System : SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Systéme Precision Spectra™ : SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Systéme Precision™ Novi : SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™ et Precision™ Montage™ Montage™ Systémes d'TRM : SC-1120, SC-1200,
SC-5132, NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Systéme Spectra Wave Writer™ : SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

L'objet de la déclaration décrite ci-dessus est conforme a la législation harmonisée pertinente de
I'Union et aux documents suivants : Directive européenne sur les équipements radio (2014/53/EU)

ETSI EN 301 489-1 V2,1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015

Page 5 sur 40



Fabricant Représentant de la CE

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

FEtats-Unis d'Amérique Irelande

Boston Scientific Neuromodulation Corporation est exclusivement responsable de la déclaration
de conformité.

Signé au nom et pour le compte de :  Boston Scientific Neuromodulation Corporation

Date de délivrance : 02AUG2019 Lieu de délivrance : Valence (Californie)
o Sivaalal 02 AU F0(F
Adele Shoustal Date de signature

Directeur des affaires réglementaires
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Boston
Scientific

Advancing science for life

™

Konformititserkldrung
Funkgeriiterichtlinie (2014/53/IU)

Name des Herausgebers: Boston Scientific Neuromodulation Corporation
Adresse des Herausgebers: 25155 Rye Canyon Loop

Valencia, CA 91355

USA

Gegenstand der Erklirung:  Precision™-Riickenmarkstimulationssystem
(Precision™-System)
Precision Spectra™-Riickenmarkstimulationssystem
(Precision Spectra™-System)
Precision Novi™-Riickenmarkstimulationssystem
(Precision Novi™-System)
Precision™ Montage™ MRI-Riickenmarkstimulationssystem
(Precision™ Montage™ MRI-System)
Precision™ Montage™-Riickenmarkstimulationssystem
(Precision™ Montage™-System)
Spectra WaveWriter™-Riickenmarkstimulationssystem
(Spectra WaveWriter™-System)

Die in dieser Konformitiitserklirung angesprochenen Geriite der Precision SCS-Familie sind:
Precision™-System: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™-System: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Noyi™-System: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™- und Precision™ Montage™ MRI-Systeme: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra WaveWriter™-System: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Der Gegenstand der oben beschriebenen Erklirung entspricht den relevanten harmonisierten
Rechtsvorschriften der Union und den folgenden Dokumenten: Funkgeriterichtlinie (2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Hersteller Autorisierter Vertreter der Europiischen

Union:
Boston Scientific Neuromodulation Corporation
25155 Rye Canyon Loop Boston Scientific Limited
Valencia CA, 91355 Ballybrit Business Park
USA Galway
Irland

Die Boston Scientific Neuromodulation Corporation trdgt die alleinige Verantwortung fiir die
Konformitéitserkldrung,

Unterzeichnet fiir und im Namen von: Boston Scientific Neuromodulation Corporation

Ausgabedatum: 02AUG2019 Ausgabeort: Valencia, California

/_j A 77__7) /7_ 3
/ Wl kkh /?’ dul /;ﬂ OQAUGC 0/ T
Adele Shoustal Datum der Unterschrift
Director of Regulatory Affairs
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Bost
Scientific

Advancing science for life

™

Dichiarazione di conformita
Direttiva sulle apparecchiature radio (2014/53/EU)

Nome del fornitore: Boston Scientific Neuromodulation Corporation
Indirizzo del fornitore: 25155 Rye Canyon Loop

Valencia, CA 91355

Stati Uniti d'America

Oggetto della dichiarazione: Sistema per lastimolazione del midollo spinale Precision™
(Sistema Precision™)
Sistema per la stimolazione del midollo spinale Precision Spectra™
(Sistema Precision Spectra™)
Sistema per la stimolazione del midollo spinale Precision Novi™
(Sistema Precision Novi™)

Sistema per la stimolazione del midollo spinale Precision™
Montage™ RM

(Sistema Precision™ Montage™ RM)

Sistema per la stimolazione del midollo spinale Precision™ Montage™
(Sistema Precision™ Montage™)

Sistema per la stimolazione del midollo spinale Spectra Wave Writer™
(Sistema Spectra WaveWriter™)

I modelli della famiglia di dispositivi Precision SCS interessati dalla presente Dichiarazione di
Conformita sono:

Sistema Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Sistema Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Sistema Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Sistemi RM Precision™ Montage™ e Precision™ Montage™: SC-1120, SC-1200, SC-5132, NM-7190,
SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Sistema Spectra WaveWriter™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

L'oggetto della dichiarazione descritta sopra ¢ conforme alla legislazione armonizzata in materia
dell'Unione e ai seguenti documenti: Direttiva sulle apparecchiature radio (2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015
ENISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Fabbricante Rappresentante CE

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA 91355 Galway

Stati Uniti d'America Irlanda

Boston Scientific Neuromodulation Corporation & responsabile esclusivamente della Dichiarazione di
Conformita.

Firmato per e per conto di: ~ Boston Scientific Neuromodulation Corporation

Data di emissione: 02AUG2019 Luogo di emissione: Valencia, California

/ i,

/ ‘ = A
LW W i g e A
CL)&Z@(&’:@- U I Y QRO T
Adele Shoustal Data della firma
Responsabile Affari normativi
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Boston
Scientific

Advancing science for life

™

Verklaring van conformiteit.
Richtlijn betreffende radioapparatuur (2014/53/EG)

Naam van de uitgever: Boston Scientific Neuromodulation Corporation
Adres van de uitgever: 25155 Rye Canyon Loop

Valencia, CA 91355

VS

Onderwerp van de verklaring: Precision™ ruggenmergstimulatiesysteem
(Precision™ systeem)
Precision Spectra™ ruggenmergstimulatiesysteem
(Precision Spectra™ systeem)
Precision Novi™ ruggenmergstimulatiesysteem
(Precision Novi™ systeem)
Precision™ Montage™ MRI ruggenmergstimulatiesysteem
(Precision™ Montage™ MRI-systeem)
Precision™ Montage™ ruggenmergstimulatiesysteem
(Precision™ Montage™ systeem)
Spectra WaveWriter™ ruggenmergstimulatiesysteem
(Spectra WaveWriter™ gsysteem)

De modellen van de Precision SCS-apparaatfamilie behandeld door deze conformiteitsverklaring
zin:

Pge:cisionTM systeem: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™ systeem: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™ systeem: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™ en Precision™ Montage™ MRI-systemen: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra Wave Writer™ systeem: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Het onderwerp van de hierboven beschreven verklaring is conform de relevante geharmoniseerde
wetgeving van de Gemeenschap en de volgende documenten: Richtlijn betreffende radioapparatuur
(2014/53/EG)

ETSI EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Fabrikant Vertegenwoordiger in de EU

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Verenigde Staten van Amerika Terland

Boston Scientific Neuromodulation Corporation is exclusief verantwoordelijk voor de Verklaring van
conformiteit.

Ondertekend voor en namens: Boston Scientific Neuromodulation Corporation

Datum van uitgave: 02AUG2019 Plaats van uitgave: Valencia, Californié
/«") ) {_/-’/_/' ,// ,;f /i 5 A O

(il o 06 >lnaniod CAAULER0/(7

Adele Shoustal Datum van ondertekening

Directeur reglementaire zaken
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Boston
Scientific

Advancing science for life™

Forsikran om dverensstimmelse med
direktiv om radioutrustning (2014/53/EU)

Utgivarens namn: Boston Scientific Neuromodulation Corporation
Utgivarens adress: 25155 Rye Canyon Loop

Valencia, CA 91355

USA

Forsikran omfattar foljande system: Precision™-ryggmérgsstimuleringssystem
(Precision™-gystem)
Precision Spectra™-ryggmérgsstimuleringssystem
(Precision Spectra™-system)
Precision Novi™-ryggmérgsstimuleringssystem
(Precision Novi™-system)
Precision™ Montage™-MR-ryggmirgsstimuleringssystem
(Precision™ Montage™-MR-system)
Precision™ Montage™-ryggmirgsstimuleringssystem
(Precision™ Montage™-system)
Spectra WaveWriter™-ryggmairgsstimuleringssystem
(Spectra WaveWriter™-system)

Forsikran omfattar foljande Precision SCS-modeller:

Precision™-system: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™-system: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™-system: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™- och Precision™ Montage™-MR-system: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra Wave Writer™-system: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

System som listas ovan dverensstimmer med relevant EU-lagstifining och filjande dokument:
Direktiv om radioutrustning (2014/53/EU)

ETSI EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Tillverkare Ombud inom EU

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

USA Irland

Boston Scientific Neuromodulation Corporation &r ensamt ansvariga for denna Forsdkran om
Overensstimmelse.

Signerad av och for:  Boston Scientific Neuromodulation Corporation

Utgivningsdatum: 02AUG2019 Utgivningsort: Valencia, Kalifornien

N

S/

) = o
(UM__&EJW,@/;M O Ab 3019

Adele Shoustal Datum
Director of Regulatory Affairs
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Boston
Scientific

Advancing science for life

™

Vaatimustenmukaisuusvakuutus
Radiolaitedirektiivi (2014/53/F.U)

Julkaisijan nimi: Boston Scientific Neuromodulation Corporation
Julkaisijan osoite: 25155 Rye Canyon Loop

Valencia, CA 91355

Yhdysvallat

Vakuutuksen kohde: Precision™-selkdydinstimulaatiojédrjestelmi
(Precision™-j4rjestelmi)
Precision Spectra™ -selkiydinstimulaatiojérjestelmé
(Precision Spectra™ -jérjestelma)
Precision Novi™ -selkiydinstimulaatiojérjestelmd
(Precision Novi™ -jirjestelmi)
Precision™ Montage™ MRI -selkdydinstimulaatiojérjestelmi
(Precision™ Montage™ MRI -jdrjestelm)
Precision™ Montage™ -selkdydinstimulaatiojérjestelmi
(Precision™ Montage™ -jdrjestelmé)
Spectra WaveWriter™ -selkéydinstimulaatiojérjestelméa
(Spectra Wave Writer™ -jérjestelmi)

Precision SCS -laiteperheen mallit, joita tim# vaatimustenmukaisuusvakuutus koskee, ovat
seuraavat:

Precision™-jirjestelmi: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, 8C-6412-3

Precision Spectra™ -jarjestelmi: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™ -jirjestelmi: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™.- ja Precision™ Montage™ MRI -jérjestelmét: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra Wave Writer™ -jirjestelma: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

YIli mainittu vakuutuksen kohde on unionin harmonisoidun lainsdfidinndn ja seuraavien
asiakirjojen vaatimusten mukainen: Radiolaitedirektiivi (2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Valmistaja Edustaja Euroopan yhteison alueella

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway
Yhdysvallat Irlanti
Boston Scientific Neuromodulation Corporation on yksinomaisesti vastuussa

vaatimustenmukaisuusvakuutuksesta.
Allekirjoitettu seuraavan tahon nimissi ja puolesta: Boston Scientific Neuromodulation Corporation

Julkaisupdivii: 02AUG2019 Julkaisupaikka: Valencia, Kalifornia

2 TN @ Bl ix
[ A 2.0 o DA aves b4 (’ OB A UE20/ f/]
Adele Shoustal Allekirjoituspdiva
Sidfntelyasioista vastaava johtaja
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Boston
Scientific

Advancing science for life

™

Samsvarserklaring
Radiodirektivet (2014/53/EU)

Utstederens navn: Boston Scientific Neuromodulation Corporation
Utstederens adresse: 25155 Rye Canyon Loop

Valencia, CA 91355

USA
Erkleeringen gjelder: Precision™ryggmargsstimulatorsystem

(Precision™-gystemet)

Precision Spectra™ryggmargsstimulatorsystem
(Precision Spectra™-systemet)

Precision Novi™-ryggmargsstimulatorsystem
(Precision NoviT™-gystemet)

Precision™ Montage™ MR-ryggmargsstimulatorsystem
(Precision™ Montage™ MR -systemet)

Precision™ Montage™.-ryggmargsstimulatorsystem
(Precision™ Montage™-systemet)

Spectra WaveWriter™-ryggmargsstimulatorsystem
(Spectra Wave Writer™-systemet)

Modellene i Precision SCS-utstyrsserien som er behandlet i denne erklzeringen, er:
Precision™-systemet: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™-systemet: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™-gystemet: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™- og Precision™ Montage™ MR-systemet: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra WaveWriter™-systemet: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190, SC-
5312, SC-6412-3

Denne erkleringen angir samsvar med relevant harmonisert lovgivning i KU og felgende
dokumenter: Radiodirektivet (2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Produsent Representant i EF

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

USA Irland

Boston Scientific Neuromodulation Corporation er eneansvarlig for samsvarserklaringen.
Signert for og pi vegne av:  Boston Scientific Neuromodulation Corporation

Utstedelsesdato: 02AUG2019 Sted for utstedelse: Valencia, California

(20,48 iwade ) 02 462019

Adele Shoustal Dato for signering
Director of Regulatory Affairs
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Bost
Screntific

Advancing science for life™

Overensstemmelseserklaering
Radio Equipment Directive (Radioudstyrsdirektivet) (2014/53/EU)

Udstederens navn: Boston Scientific Neuromodulation Corporation
Udstederens adresse: 25155 Rye Canyon Loop

Valencia, CA 91355

USA

Erkleringens formaél: Precision™ -rygmarvsstimuleringssystem
(Precision™-gsystem)
Precision Spectra™-rygmarvsstimuleringssystem
(Precision Spectra™-gystem)
Precision Novi™-rygmarvsstimuleringssystem
(Precision Novi™-system)
Precision™ Montage™ MR-rygmarvsstimuleringssystem
(Precision™ Montage™ MR-system)
Precision™ Montage™-rygmarvsstimuleringssystem
(Precision™ Montage™-system)
Spectra Wave Writer™-rygmarvsstimuleringssystem
(Spectra Wave Writer™-system)

Precision SCS-enhedens familiemodeller, som denne overensstemmelseserklzring henvender sig
til, er:

Pr;cisionm-system: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™-system: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, 8C-6412-3

Precision Novi™-gystem: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™ og Precision™ Montage™ MR-systemer: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra Wave Writer™-system: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Formilet med erkleringen beskrevet ovenfor er i overensstemmelse med relevant
fagforeningsharmoniseret lovgivning og felgende dokumenter: Radio Equipment Directive
(Radioudstyrsdirektivet) (2014/53/EU)

ETSTEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Producent Reprasentant for EU

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

USA Irland

Boston Scientific Neuromodulation Corporation er alene ansvarlige for overensstemmelseserkleringen.
Underskrevet for og pa vegne af: Boston Scientific Neuromodulation Corporation

Udstedelsesdato: 02AUG2019 Udstedelsessted: Valencia, Californien

CRAU620/F
Adele Shoustal Underskrivelsesdato
Direktar for Regulatory Affairs
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Bost
Screntific

Advancing science for life

™

Declaracio de Conformidade
Diretiva dos Equipamentos de Radio (2014/53/UE)

Nome do emissor: Boston Scientific Neuromodulation Corporation
Endereco do emissor: 25155 Rye Canyon Loop

Valencia, CA 91355

EUA
Objeto da declaragio: Sistema de estimulagfo da medula espinal Precision™

(Sistema Precision™)

Sistema de estimulag¢@o da medula espinal Precision Spectra™
(Sistema Precision Specira™)

Sistema de estimulagio da medula espinal Precision Novi™
(Sistema Precision Novi™)

Sistema de estimulagfio da medula espinal Precision™ RM Montage™
(Sistema Precision™ RM Montage™)

Sistema de estimulagio da medula espinal Precision™ Montage™
(Sistema Precision™ Montage™)

Sistema de estimulagfio da medula espinal Spectra Wave Writer™
(Sistema Spectra Wave Writer™)

Os modelos da familia de dispositivos SCS Precision abordados por esta Declaragiio de
Conformidade sfio os seguintes:

Sistema Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Sistema Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Sistema Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A

Sistemas Precision™ Montage™ e Precision™ RM Montage™: SC-1120, SC-1200, SC-5132, NM-7190,
SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Sistema Spectra Wave Writer™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190, SC-
5312, SC-6412-3

O objeto da declaragiio acima descrita esta em conformidade com a legisla¢do harmonizada da Uniiio
e com os seguintes documentos: Diretiva dos Equipamentos de Radio (2014/53/UE)

ETSIT EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSTEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Fabricante Representante na CE

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Estados Unidos da América Trlanda

A Boston Scientific Neuromodulation Corporation é exclusivamente responsavel pela Declaragéio de
Conformidade.

Assinado por e em nome de: Boston Scientific Neuromodulation Corporation

Data de emissfio: 02AUG2019 Local de emissdo: Valencia, California

9. T e din
A 1ln 0 O3 Awe0(9
Adele Shoustal Data da assinatura

Diretora de Assuntos Regulamentares
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Boston
Scientific

Advancing science for life

™

Uyumluluk Beyam
Radyo Ekipmam Direktifi (2014/53/EU)
Diizenleyenin Adi: Boston Scientific Neuromodulation Corporation
Diizenleyenin Adresi: 25155 Rye Canyon Loop
Valencia, CA 91355
ABD

Beyannamenin konusu:  Precision™ Omurilik Stimiilatér Sistemi
(Precision™ Sistemi)
Precision Spectra™ Omurilik Stimiilator Sistemi
(Precision Spectra™ Sistemi)
Precision Novi™ Omurilik Stimiilator Sistemi
(Precision Novi™ Sistemi)
Precision™ Montage™ MRI Omurilik Stimiilatér Sistemi
Precision™ Montage™ MRI Sistemi
Precision™ Montage™ Omurilik Stimiilator Sistemi
Precision™ Montage™ Sistemi
Spectra WaveWriter™ Omurilik Stimtilator Sistemi
(Spectra WaveWriter™ Sistemi)

Bu Uyumluluk Beyani ile ele alnan Precision SCS cihaz ailesi modelleri sunlardir:
Precision™ Sistemi: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™ Sistemi: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™ Sistemi: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™ ve Precision™ Montage™ MRI Sistemleri: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra WaveWriter™ Sistemi: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Yukarida agiklanan beyannamenin konusu, ilgili Birlik uyumlastirilmis mevzuatiyla ve asagidaki
belgelerle uyumludur: Radyo Ekipmani Direktifi (2014/53/EU)

ETSI EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Uretici AT Temsilcisi

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA, 91355 Galway

Amerika Birlesik Devletleri irlanda

Boston Scientific Neuromodulation Corporation, Uyumluluk Beyanindan miinhasiran sorumludur.

Adma imzalanan sirket: Boston Scientific Neuromodulation Corporation

Diizenlenme Tarihi: 02AUG2019 Diizenlenme Yeri: Valencia, California
(24200Slniicdy / R AN620/9

Adele Shoustal Imza Tarihi

Ruhsat Tsleri Yoneticisi
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Boston
Screntific

Advancing science for life™

AfAmon coppdpe®cg
Odnyio nepi sEomhopot padrosvyvotitov (2014/53/EE)

Ovopa exdotn: Boston Scientific Neuromodulation Corporation
AwedBoven exdoTny: 25155 Rye Canyon Loop

Valencia, CA 91355

HITA

Avtikeipevo g dhoong: Zuotnua difyepaong vatioiov puehol Precision™
(Zvompo Precision™)
Zhotue dityspong vartieiov puehod Precision Spectra™
(Zvomua Precision Spectra™)
Yvotnpa digyepang vorteiov pughol Precision Novi™
(Zbotnpa Precision Novi™)
oo 1yspong vatieiov poeiod Precision™ Montage™ MRI
(Zdompo MRI Precision™ Montage™)
Tootnuo digyepong votwiov poekod Precision™ Montage™
(Zdonpo, Precision™ Montage™)
Tootnue diéyepong votaiov poghod Spectra WaveWriter™
(Zdompe Spectra Wave Writer™)

To povréha g oepds susksvdv Precision SCS mov koldntovror omd avtiiy T dijhac
CUPUOPPWOTG EIVOL:

Tootnua Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, 5C-5500-4,
SC-5312, SC-6412-3

Yootnua Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

votnua Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Tvotipato Precision™ Montage™ kot Precision™ Montage™ MRI: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Tootnpa Spectra WaveWriter™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190, SC-
5312, SC-6412-3

To avTikeifevo Ti|g S1AOGIG OV TEPLYPAOETUL TOPUTAVO EIVAL CVPOMVO TPOG T1) GYETIKI] EVOCLIKI
vopoOesio evappovieng ko ta axérovda Eyypapa: Odnyio mepi efomlopod podiocvyvoTiTOV
(2014/53/EE)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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KorookevaoTiig Avrtimpoconog LK

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Hvmpéveg Iohiteieg g Apepikig IpAavdia

H mapovco dMhaon ocvppdpeaong exdidetor pe omokhelotiki] evbovn g Boston Scientific
Neuromodulation Corporation.

Yroypagi yia Aoyoproopd ko g€ ovoporog:  Boston Scientific Neuromodulation Corporation

Hpepopnvia Exdoang: 02ZAUG2019 Ténog £ékdoeng: Valencia, California
@@@QAW AR PUE 2019
Adele Shoustal Hpepopmvia vroypagrig

Asubiviple pubiaticdy vrobiceav
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Boston
Scientific

Advancing science for life™

Prohlaseni o shodé
Smérnice EU o radiovych zavizenich (2014/53/EU)

Nazev vydavatele: Boston Scientific Neuromodulation Corporation
Adresa vydavatele: 25155 Rye Canyon Loop

Valencia, CA 91355

USA

Piredmét prohliSeni: Systém stimulace michy Precision™
(systém Precision™)
Systém stimulace michy Precision Spectra™
(systém Precision Spectra™)
Systém stimulace michy Precision Novi™
(systém Precision Novi™)
Systém stimulace michy Precision™ Montage™ MRI
(systém Precision™ Montage™ MRI)
Systém stimulace michy Precision™ Montage™
(systém Precision™ Montage™)
Systém stimulace michy Spectra Wave Writer™
(systém Spectra WaveWriter™)

Modely skupiny zaF{zeni Precision SCS i'e§ené timto prohldSenim o shodé jsou:

Systém Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Systém Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Systém Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Systémy Precision™ Montage™ a Precision™ Montage™ MRI: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Systém Spectra Wave Writer™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Piedmét shora uvedeného prohla¥eni je ve shod¢ s pFislu$nou harmonizovanou legislativou
FU a nasledujicimi dokumenty: Smérnice EU o radiovych zafizenich (2014/53/EU)

ETSI EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015

ETSI EN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Vyrobce Zastupee v ES

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Spojené staty americké Irsko

Za prohlaseni oshod& nese vyhradni odpovédnost spolenost Boston Scientific Neuromodulation
Corporation.

Podepsano za a jménem: Boston Scientific Neuromodulation Corporation
Datum vydani: 02AUG2019 Misto vydani: Valencia, Kalifornie
MM A
lad AL AUER019
Adele Shoustal Datum podpisu

feditelka pro regulatorni zaleZitosti
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Boston
Screntific

Advancing science for life™

Vyhlasenie o zhode ]
Smernica o radiovych zariadeniach (2014/53/EU)

Niazov vydavatela: Boston Scientific Neuromodulation Corporation
Adresa vydavatel’a: 25155 Rye Canyon Loop

Valencia, CA 91355

USA

Predmet vyhlasenia: systém stimuldcie miechy Precision™
(systém Precision™)
systém stimuldcie miechy Precision Spectra™
(systém Precision Spectra™)
systém stimuldcie miechy Precision Novi™
(systém Precision Novi™)
systém stimuldcie miechy Precision™ Montage™ MRI
(systém Precision™ Montage™ MRI)
systém stimuldcie miechy Precision™ Montage™
(systém Precision™ Montage™)
systém stimuldcie miechy Spectra WaveWriter™
(systém Spectra WaveWriter™)

Modely série zariadeni Precision SCS, ktorych sa tyka toto vyhldsenie o zhode:

Systém Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Systém Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Systém Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A

Systémy Precision™ Montage™ a Precision™ Montage™ MRI: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Systém Spectra WaveWriter™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190, SC-
5312, SC-6412-3

Predmet vyhlisenia uvedeny vy3sie je v zhode s prisluSnou harmonizovanou legislativou Europskej
unie a s nasledujicimi dokumentmi: Smernica o radiovych zariadeniach (2014/53/EX0)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN [SO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Vyrobcea Zastupcea pre ES

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway

UsA frsko

Spolognost’ Boston Scientific Neuromodulation Corporation je vylu¢ne zodpovedna za toto Vyhldsenie
o zhode,

Podpisané v mene: Boston Scientific Neuromodulation Corporation
Ditum vydania: 02AUG2019 Miesto vydania: Valencia, California
) r’/) v
6%@@<Mﬂ RUAUCRO(T
Adele Shoustal Datum podpisu

Vedica oddelenia regulaénych zaleZitosti
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Boston
Scientific

Advancing science for life™

Deklaracja zgodnosci
Dyrektywa w sprawie urzadzen radiowych (2014/53/UE)

Imig¢ i nazwisko wydawcy: Boston Scientific Neuromodulation Corporation
Adres wydawcy: 25155 Rye Canyon Loop

Valencia, CA 91355

USA
Przedmiot zgodnosei: System stymulacji rdzenia kregowego Precision™

(System Precision™)

System stymulacji rdzenia krggowego Precision Spectra™
(System Precision Spectra™)

System stymulacji rdzenia kregowego Precision Novi™
(System Precision Novi™)

System stymulacji rdzenia krggowego Precision™ Montage™ MRI
(System Precision™ Montage™ MRI)

System stymulacji rdzenia krggowego Precision™ Montage™
(System Precision™ Montage™)

System stymulacji rdzenia kregowego Spectra Wave Writer™
(System Spectra Wave Writer™)

Urzadzenia modeli z rodziny Precision SCS, ktérych dotyczy niniejsza deklaracja zgodnosci, to:
System Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

System Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

System Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A

Systemy Precision™ Montage™ i Precision™ Montage™ MRI: SC-1120, SC-1200, SC-5132, NM-7190,
SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

System Spectra Wave Writer™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Przedmiot deklaracji opisany powyzej jest zgodny z odpowiednimi zharmonizowanymi przepisami
unijnymi oraz z nastepujacymi dokumentami: Dyrektywa w sprawie urzadzen radiowych
(2014/53/UE)

ETSI EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Producent Przedstawiciel na terenie UE:

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA, 91355 Galway

Stany Zjednoczone Trlandia

Boston Scientific Neuromodulation Corporation ponosi wylagczna odpowiedzialnos¢ za deklaracje
zgodnosci.

Podpisano w imieniu i na rzecz: Boston Scientific Neuromodulation Corporation

Data wydania: 02AUG2019 Miejsce wydania: Valencia, Kalifornia
(ot Slosilal (9 AlU620/ 9

Adele Shoustal Data zlozenia podpisu

Dyrektor ds. regulacji prawnych
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Boston
Scientific

Advancing science for life™

Megfeleloségi nyilatkozat
Radiéberendezésekrol szo6l6 iranyelv (2014/53/EU)

Kiboesato neve: Boston Scientific Neuromodulation Corporation
Kibocsatd cime: 25155 Rye Canyon Loop

Valencia, CA 91355

USA
A nyilatkozat targya: Precision™ gerincveldi stimulécios rendszer

(Precision™ rendszer)

Precision Spectra™ gerincvel6i stimuldcids rendszer
(Precision Spectra™ rendszer)

Precision Novi™ gerincveldi stimul4cios rendszer

(Precision Novi™ rendszer)

Precision™ Montage™ MRI gerincvel6i stimuldcios rendszer
(Precision™ Montage™ MRI rendszer)

Precision™ Montage™ gerincveloi stimulédcios rendszer
(Precision™ Montage™ rendszer)

Spectra WaveWriter™ gerincveldi stimulacios rendszer
(Spectra Wave Writer™ rendszer)

A Precision SCS késziilékesalad jelen megfeleldségi nyilatkozat altal érintett modelljei:
Precision™ rendszer: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Precision Spectra™ rendszer; SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Precision Novi™ rendszer: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Precision™ Montage™ és Precision™ Montage™ MRI rendszerek: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Spectra WaveWriter™ rendszer: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

A fent leirt nyilatkozat tdargyiat képezé berendezések megfelelnek a vonatkozdé harmonizalt
EU-s torvényeknek, valamint az alibbi dokumentumoknak: Radioberendezésekrol szolé iranyelv
(2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Gyarto EK-képviselo

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Amerikai Egyesiilt Allamok frorszig

A megfeleléségi nyilatkozattal kapcsolatban a felelésséget kizar6lag a Boston Scientific Neuromodulation
Corporation viseli.

Alafrva a kovetkezd vallalat részérdl és megbizasabol: Boston Scientific Neuromodulation Corporation

Kiallitas datuma: 02AUG2019 Kiallitas helye: Valencia, California

’ QRAAUER0(F
Adele Shoustal Alairas datuma
Igazgatd, szabalyozasi igyek
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Jexnapanusi 3a CbOTBETCTBHE
JlupekTuBa 3a pagnocsopbxenust (2014/53/EC)

Ume HA eMHTEHTA: Boston Scientific Neuromodulation Corporation
Appec ua emurenra: 25155 Rye Canyon Loop
Valencia, CA 91355

CAII]

Ooexr na gexmapanusara: CucreMa 3a CTHUMyJIalys Ha rpbOHavyen Mo3bk Precision™
(Cucrema Precision™)
CucreMa 3a cTUMYJIaLus HA rpeOHaYeH Mo3bK Precision Spectra™
(Cuctema Precision Spectra™)
Cucrema 3a cTUMyJialMs HA rpeOHaUeH Mo3bK Precision Novi™
(Cucrema Precision Novi™)
Cucrema 3a cTUMYIalus Ha rpbOHaueH Mo3bk AMP Precision™ Montage™
(Cucrema SIMP Precision™ Montage™)
Cucrema 3a cTuMyans Ha rpeOHateH Mo3bk Precision™ Montage™
(Cucrema Precision™ Montage™)
Cucrema 3a CTUMYJIALHS Ha rphOHAYeH MO3BK Spectra Wave Writer™
(Cucrema Spectra Wave Writer™)

Mopenure Ha ceMelicTBOTO YCTPOHCTRA 32 cTHMYyJIanus HA rpbOHaYen mo3bk Precision, npeamer
HAa HacTosiaTa Jlekmapanus 3a CbOTBETCTBHE, CA:

Cucrema Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, 8C-6412-3

Cucrema Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Cucrema Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Cuctemu Precision™ Montage™ u SMP Precision™ Montage™: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Cucrema Spectra WaveWriter™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

O0ekTLT HA ropeomucaHaTa Jgerjaapantsi € B CBOTBETCTBHE CLC CHOTBETHOTO XApMOHH3IHPAHO
3AK0OHONATEJICTBO HA EBpOﬂeﬁCKHH ChI03 H CJIeJHUTE JOKYMCHTH: I{HPEKTHBa 3a pagjHOCHBOPLIKEHMSI
(2014/53/EC)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSI EN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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ITpousBoguren IIpeactaBures 3a EC

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

CeenuHeH: aMepHKAHCKH IATH Hpnanpus

OrroBopHocTTa 3a JleknapaumusaTa 3a ChOTBETCTBHE € M3KIMoUMTenHO Ha Boston Scientific
Neuromodulation Corporation.

IMopnucano 3a u ot MMeTo Ha: Boston Scientific Neuromodulation Corporation

Jata na mzpaBane: 02AUG2019 MsicTo Ha m3nasane: Valencia, California
o -

(8.l £ OB A6 20/F

Adele Shoustal Jlata Ha mopnuc

JupexTop no peryIaTopHu RhAPOCcH
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Izjava o uskladenosti.
Direktiva o radioopremi (2014/53/EU)

Naziv izdavaca: Boston Scientific Neuromodulation Corporation
Adresa izdavaca: 25155 Rye Canyon Loop
Valencia, CA 91355
SAD
Predmet izjave: Precision™ sustav stimulatora za kraljeZni¢nu mozdinu

(Precision™ sustav)

Precision Spectra™ sustav stimulatora za kraljezni¢nu mozdinu
(Sustav Precision Spectra™)

Precision Novi™ sustav stimulatora za kraljezniénu mozdinu

(Sustav Precision Novi™)

Precision™ Montage™ MRI sustav stimulatora za kraljeZni¢nu mozdinu
(Sustav Precision Montage™ MRI)

Precision Montage™ MRI sustav stimulatora za kraljeZni¢nu mozdinu
(Sustav Precision Montage™ MRI)

Spectra WaveWriter™ sustav stimulatora za kraljeZniénu mozdinu
(Spectra WaveWriter™ sustav)

Obiteljski modeli uredaja Precision SCS koji su spomenuti u ovoj Izjavi o sukladnosti su:
Precision™ sustav: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Sustav Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Sustav Precision Novi™: SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A

Sustavi Precision™ Montage™ i Precision™ Montage™ MRI: SC-1120, SC-1200, SC-5132, NM-7190,
SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Sustav Spectra Wave Writer™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3

Cilj prethodno opisane izjave je u skladu s relevantnim zakonodavstvom Unije te sljedecim
dokumentima: Direktiva o radioopremi (2014/53/EU)

ETSIEN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2,1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Proizvodac OvlaSteni predstavnik za EU

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Sjedinjene Americke Drzave Trska

Boston Scientific Neuromodulation Corporation isklju¢ivo je odgovorn za Izjavu o sukladnosti.

Potpisana u ime i za:: Boston Scientific Neuromodulation Corporation

Datum izdavanja: 02AUG2019 Mjesto izdavanja: Valencia, California
(2t Niaanln ! DRAUGR0(F
Adele Shoustal Datum potpisa

Direktor regulatornih poslova
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Declaratie de conformitate
Directiva privind echipamentele radio (2014/53/UKE)

Denumirea emitentului: Boston Scientific Neuromodulation Corporation
Adresa emitentului: 25155 Rye Canyon Loop

Valencia, CA 91355

S.U.A.
Obiectul declaratiei: Sistemul de stimulare a maduvei spindrii Precision™

(Sistemul Precision™)

Sistemul de stimulare a maduvei spindrii Precision Spectra™
(Sistemul Precision Spectra™)

Sistemul de stimulare a maduvei spindrii Precision Novi™
(Sistemul Precision Novi™)

Sistemul de stimulare a maduvei spinarii Precision™ IRM Montage™
(Sistemul Precision™ IRM Montage™)

Sistemul de stimulare a maduvei spindrii Precision™ Montage™
(Sistemul Precision™ Montage™)

Sistemul de stimulare a mdduvei spinirii Spectra Wave Writer™
(Sistemul Spectra WaveWriter™)

Modelele din gama de dispozitive SCS (de stimulare a miiduvei spindrii) Precision la care se referi
aceastii Declaratie de conformitate sunt:

Sistemul Precision™: SC-1110-02, SC-1112, SC-5110, SC-5112, SC-5212, SC-5213, SC-5500-4,
SC-5312, SC-6412-3

Sistemul Precision Spectra™: SC-1132, SC-5132, NM-7190, SC-5232, SC-5532-1, SC-5532-1A,
SC-5312, SC-6412-3

Sistemul Precision Novi™; SC-1140, SC-5132, NM-7190, SC-5240, SC-5542-1A, SC-1042-A
Sistemele Precision™ Montage™ si Precision™ IRM Montage™: SC-1120, SC-1200, SC-5132,
NM-7190, SC-5250, SC-5552-1A, SC-5312, SC-6412-3, SC-1210B

Sistemul Spectra WaveWriter™: SC-1160, SC-5160, SC-5160R, SC-5260, SC-5562-1A, NM-7190,
SC-5312, SC-6412-3,

Obiectul declaratiei, descris mai sus, este conform cu legislatia armonizati aplicabild a Uniunii si ca
urmitoarele documente: Directiva privind echipamentele radio (2014/53/UE)

ETSI EN 301 489-1 V2.1.1:2016 EN 60601-1:2006/A1:2013
ETSIEN 301 489-31 V2.1.1:2016 EN 60601-1-11:2015
ETSIEN 302 195 V2.1.1:2016 EN 60601-1-2:2015

EN ISO 14971:2012 EN 62311:2008

EN 45502-1:2015
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Producitor Reprezentant in CE

Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia CA, 91355 Galway

Statele Unite ale Americii Irlanda

Boston Scientific Neuromodulation Corporation rispunde exclusiv pentru Declaratia de conformitate.
Semnat pentru si in numele:  Boston Scientific Neuromodulation Corporation

Data emiterii: 02AUG2019 Locul emiterii: Valencia, California

(/ﬁ}'ﬁzé@g/&"wzw O U6 20/9

Adele Shoustal Data semnarii
Director de reglementare
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