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Boston
Scientific
Advancing science for life™

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

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

Valencia, CA 91355
United States of America

Object of the declaration: Vercise Genus™ Deep Brain Stimulation System
WaveWriter Alpha™ System

Models addressed by this Declaration of Conformity are: DB-1408, DB-1416, DB-1432, DB-1216, DB-
1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-
12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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 Ireland

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: Place of Issue: Valencia, CA
DocuSigned by:
(— 19 october 2021
ufaé'@mftﬁ@ﬁlsrﬁafae' Carbunaru Date of Signature

L gn[ Reas Iap t%}/]ethls bcgg;ggt ant

A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

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

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

Valencia, CA 91355
Estados Unidos de América

Objeto de la declaracién: Sistema de estimulacion cerebral profunda Vercise Genus™
Sistema WaveWriter Alpha™

Los modelos afectados por esta Declaracion de conformidad son los siguientes: DB-1408, DB-1416,
DB-1432, DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432,
SC-5170, SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

El objeto de la declaracion anterior esta en conformidad con la legislacién armonizada correspondiente
de la Unidn Europea y con los documentos siguientes: Directiva relativa a equipos radioeléctricos
(2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSI EN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Fabricante Representante en la UE
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 publicacién: Lugar de emision: Valencia, CA
DocuSigned by:
| 19 october 2021
ﬂfa Iqnat %ﬁ?fae' Carbunaru Fecha de la firma
|gnm ason Iapprove this document
icemi oedasestigaci 68 1y2Pesamollo

A5027EA413014C698C88320E44410619
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Boston,.
Scientific
Advancing science for life™
Déclaration de conformité
Directive européenne sur les équipements radio (2014/53/UE)

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

Valencia, CA 91355
Etats-Unis d'’Amérique

Objet de la déclaration : Systéme de stimulation cérébrale profonde
(Deep Brain Stimulation, DBS) Vercise Genus™
Systeme WaveWriter Alpha™

Les modeles visés par la présente déclaration de conformité sont les suivants : DB-1408, DB-1416,
DB-1432, DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432,
SC-5170, SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R et SC-5572-1A.

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/UE).

EN 60601-1:2006 + A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSI EN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Fabricant Représentant dans la CE
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Etats-Unis d'’Amérique Irlande

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 : Lieu de délivrance : Valencia, CA
DocuSigned by:
(—MW 19 october 2021
Wra Siansrpiamsi Gateel Carbunary Date de la signature

Signing Reason: | gpprove this document
VEBE@{MQ &ifte: ReEbBEENR AL devemnpepent
A5027EA413014C698C88320E44410619
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Boston,.
Scientific
Advancing science for life™
Konformitatserklarung
Funkanlagenrichtlinie (2014/53/EU)

Deutsch
Name des Herausgebers: Boston Scientific Neuromodulation Corporation
Adresse des Herausgebers: 25155 Rye Canyon Loop
Valencia, CA 91355
USA
Gegenstand der Erklarung: Vercise Genus™ Deep Brain Stimulation System

WaveWriter Alpha™-System

Die in dieser Konformitatserklarung angesprochenen Modelle sind: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Hersteller Bevollmachtigter in der Europaischen Gemeinschaft
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
USA Irland

Die Boston Scientific Neuromodulation Corporation tragt die alleinige Verantwortung fur die
Konformitatserklarung.

Unterzeichnet fir und im Namen von: Boston Scientific Neuromodulation Corporation

Ausgabedatum: Ausgabeort: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
Efa&?@ﬁ?h‘ﬁrﬁ%r‘?&me' Carbunaru Datum der Unterschrift

. Signing Reason: | approve this document
L%sémﬁgmgw&ﬁwww&mgg PM PDT

A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

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

Italiano
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 di stimolazione cerebrale profonda Vercise Genus™
Sistema WaveWriter Alpha™

| modelli interessati dalla presente Dichiarazione di conformita sono: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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: Luogo di emissione: Valencia, CA
DocuSigned by:

(— 19 october 2021

Efaé'@ﬁ?h‘ﬁrﬂ%@ﬁme' Carbunaru Data della firma

Signin Reason Il approve this document

icepsighidenhe, Rioetbaresmi|6rRas PM PDT
A5027EA413014C698C88320E44410619
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Boston,.
Scientific
Advancing science for life™
Verklaring van conformiteit
Richtlijn betreffende radioapparatuur (2014/53/EG)

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

Valencia, CA 91355
Verenigde Staten van Amerika

Onderwerp van de verklaring: Vercise Genus™-systeem voor diepe hersenstimulatie
WaveWriter Alpha™-systeem

De modellen behandeld door deze conformiteitsverklaring zijn: DB-1408, DB-1416, DB-1432, DB-1216,
DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R,
SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSI EN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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 lerland

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

Ondertekend voor en namens: Boston Scientific Neuromodulation Corporation

Datum van uitgave: Plaats van uitgave: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
W fa Simar Nemes Refael Carbunaru Datum van ondertekening

. Signing Reason; | approve this document, .
\{Ice-ggewﬂm& @@i)@mgléers@mztswﬂﬁkebmg

A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

Forsakran om Overensstammelse med
direktiv om radioutrustning (2014/53/EU)

Svenska
Utgivarens namn: Boston Scientific Neuromodulation Corporation
Utgivarens adress: 25155 Rye Canyon Loop
Valencia, CA 91355
USA
Férsakran omfattar Vercise Genus™-systemet for djup hjarnstimulering
foljande system: WaveWriter Alpha™-systemet

Modellerna som omfattas av den har forsakran ar: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

System som listas ovan 6verensstammer med relevant EU-lagstiftning och féljande dokument: Direktiv
om radioutrustning (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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 dr ensamt ansvariga for denna Forsdkran om
Overensstdammelse.

Signerad av och for: Boston Scientific Neuromodulation Corporation

Utgivningsdatum: Utgivningsort: Valencia, CA
DocuSigned by:
(— 19 october 2021
gfaﬁ'@gw g pfae! Carbunaru Datum fér undertecknande
igning eason | approve this document

ice Blgnif@TEka gOBheti2VEC|BifNE57 PM PDT
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

Vaatimustenmukaisuusvakuutus
Radiolaitedirektiivi (2014/53/EU)

Finnish
Julkaisijan nimi: Boston Scientific Neuromodulation Corporation
Julkaisijan osoite: 25155 Rye Canyon Loop
Valencia, CA 91355
Yhdysvallat
Vakuutuksen kohde: Aivojen syvien osien Vercise Genus™ -stimulaatiojarjestelma

WaveWriter Alpha™ -jarjestelma

Mallit, joita tdma vaatimustenmukaisuusvakuutus koskee, ovat seuraavat: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Ylla mainittu vakuutuksen kohde on unionin harmonisoidun lainsdadannon ja seuraavien asiakirjojen
vaatimusten mukainen: Radiolaitedirektiivi (2014/53/EU).

EN 60601-1:2006 + A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 V2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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 nimissa ja puolesta: Boston Scientific Neuromodulation Corporation

Julkaisupdiva: Julkaisupaikka: Valencia, CA
DocuSigned by:
(— 19 october 2021
gfaﬁ'@gw g pfae! Carbunaru Allekirjoituspaiva
igning eason | approve this document

pulBgpiag tikkordotiviraienia ledritgPm PDT
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

Samsvarserklaering
Radiodirektivet (2014/53/EU)

Norsk
Utstederens navn: Boston Scientific Neuromodulation Corporation
Utstederens adresse: 25155 Rye Canyon Loop
Valencia, CA 91355
USA
Erkleeringen gjelder: Vercise Genus™ System for dyp hjernestimulering

WaveWriter Alpha™-system

Modellene som er behandlet i denne erklaeringen, er: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Denne erklaeringen angir samsvar med relevant harmonisert lovgivning i EU og fglgende dokumenter:
Radiodirektivet (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Produsent EC-representant
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 samsvarserklaeringen.

Signert for og pa vegne av: Boston Scientific Neuromodulation Corporation

Utstedelsesdato: Sted for utstedelse: Valencia, CA
DocuSigned by:
(— 19 october 2021
Qfae@'@ﬁ? iE} rRLFfae' Carbunaru Signaturdato
igning, eason | approve this document

\/||seasignmlstrrerwdaodefebtmsmmdmmgmg utvikling
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

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

Dansk
Udsteders navn: Boston Scientific Neuromodulation Corporation
Udsteders adresse: 25155 Rye Canyon Loop
Valencia, CA 91355
USA
Erkleeringens formal: Vercise Genus™-system til dyb hjernestimulering

WaveWriter Alpha™-system

Modeller, som denne overensstemmelseserkleering omhandler, er: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Formalet med erklaeringen beskrevet ovenfor er i overensstemmelse med den relevante lovgivning for
fagomradet og felgende dokumenter: Radio Equipment Directive (Radioudstyrsdirektivet) (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Producent Repraesentant i 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 eneansvarlig for overensstemmelseserklaeringen.

Underskrevet for og pa vegne af: Boston Scientific Neuromodulation Corporation

Udstedelsesdato Udstedelsessted: Valencia, CA
DocuSigned by:
(— 19 october 2021
fael Carbunaru ;
Qaf nm Igﬁ;:@o approve this document Underskrivelsesdato

| ic ﬁa tre Foroknbag20g yesidBey PDT
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

Declaragdo de Conformidade
Diretiva de Equipamentos de Radio (2014/53/UE)

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

Valencia, CA 91355
Estados Unidos da América

Objeto da declaragdo: Sistema de Estimulagdo Cerebral Profunda Vercise Genus™
Sistema WaveWriter Alpha™

Os modelos abordados por esta Declaracdo de Conformidade sdo os seguintes: DB-1408, DB-1416,
DB-1432, DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432,
SC-5170, SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

O objeto da declaracdo acima descrita esta em conformidade com a legislacdo harmonizada da Unido
e com os seguintes documentos: Diretiva de Equipamentos de Radio (2014/53/UE).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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 Irlanda

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

Assinado por e em nome de: Boston Scientific Neuromodulation Corporation

Data de emissdo: Local de emissdo: Valencia, CA
DocuSigned by:
| 19 october 2021
gfaﬁ'@gw Mg Rpfael Carbunaru Data da assinatura
igning eason | approve this document

ice-Bigasigiaimte; droorsidgandig esPesemmivimento
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

AnAwon cuppopdwong
O6nyia nepi e€omAlopov padloouyvotitwy (2014/53/EE)

EAMANVIK&
‘Ovopa ekdotn: Boston Scientific Neuromodulation Corporation
Ale0Buvaon ekdotn: 25155 Rye Canyon Loop

Valencia, CA 91355
Hvwpévec MoAlteleg ApePLKAG

Avtikeipevo g dnAwonc: To cbotnua ev Tw Babel eykedpahikng Stéyepong Vercise Genus™
JUotnua WaveWriter Alpha™

Ta povTEAQ IOV KaAUTTTOVTAL artd authv T SHAwon cuppopdwoncg sivat: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

To avTlkeipevo tng SHAWONG Tou TIEPLYPAdETAL TApATTAVW lval CUUGWVO TIPOG TN OXETLKN EVWOLAK
vopoBeoia evapuoviong kal ta akohouBa gyypada: Odnyia mept e€omALOHOU padloCUXVOTATWY
(2014/53/EE).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSI EN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Kataokevaotng Avtutpoownog EK
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Hvwpévec MoAlteleg AUEPLKAG IpAavbia

H mapovoa dnAwaon cuppopdwong ekdidetal ue amokAelotikr euBuvn tng Boston Scientific
Neuromodulation Corporation.

Yroypadn yia AoyapLaopo kat €€ ovopatog: Boston Scientific Neuromodulation Corporation

Huepounvia ékéoong: Tomnog €kboong: Valencia, CA
DocuSigned by:
(— 19 october 2021
fael Carbunaru / .
Q;ncaélgnmrjtaeasoﬁ‘?l approve this document Huepopnvia UT[OVpOLd)nq

VIUSRORO 0Rfe: TROHEbERBRVEERAT AMEDTUENG
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Boston,.
Scientific
Advancing science for life™
Prohlaseni o shodé
Smérnice EU o radiovych zafizenich (2014/53/EU)

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

Valencia, CA 91355
Spojené staty americké

Pfedmét prohlaseni: Systém hluboké mozkové stimulace Vercise Genus™
Systém WaveWriter Alpha™

Modely feSené timto prohlasenim o shodé jsou: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Pfedmét shora uvedeného prohlaseni je ve shodé s pFislusnou harmonizovanou legislativou EU
a nasledujicimi dokumenty: Smérnice EU o radiovych zafizenich (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 V2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Vyrobce Zastupce 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 prohldseni o shodé nese vyhradni odpovédnost spolecnost Boston Scientific Neuromodulation
Corporation.

Podepsano za a jménem: Boston Scientific Neuromodulation Corporation

Datum vydani: Misto vydani: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
Qfa%@ﬁﬁ’ﬂﬂﬁ%ﬁ?me' Carbunaru Datum podpisu

igning Reason: | approve this,document
Y sty S TR 20¥YV©52:31 PM PDT

A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

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

Slovencina
Nazov vydavatela: Boston Scientific Neuromodulation Corporation
Adresa vydavatela: 25155 Rye Canyon Loop
Valencia, CA 91355
USA
Predmet vyhlasenia: Systém hibkovej mozgovej stimulécie Vercise Genus™

Systém WaveWriter Alpha™

Modely, ktorych sa tyka toto vyhlasenie o zhode: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Predmet vyhlasenia uvedeny vyssie je v zhode s prislusSnou harmonizovanou legislativou Eurdpskej Unie
a s nasledujucimi dokumentmi: Smernica o radiovych zariadeniach (2014/53/€U).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Vyrobca Zastupca pre ES
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
USA frsko

Spolocnost Boston Scientific Neuromodulation Corporation je vyluéne zodpovedna za toto Vyhlasenie o
zhode.

Podpisané v mene: Boston Scientific Neuromodulation Corporation

Datum dama Miesto vydania: Valencia, CA
|gned by:
(— 19 october 2021
me; Rafael Carbunaru . .
pafaéfﬁ%ﬂé‘é%ﬁ Iapprove this document Datum pOdeSU

ice Siupirigl i W/ Sktobar 2021\ ®j52:36 PM PDT
A5027EA413014C698C88320E44410619
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Boston,.
Scientific
Advancing science for life™
Deklaracja zgodnosci
Dyrektywa w sprawie urzgdzen radiowych (2014/53/UE)

Polski
Imie i nazwisko wydawcy: Boston Scientific Neuromodulation Corporation
Adres wydawcy: 25155 Rye Canyon Loop

Valencia, CA 91355
Stany Zjednoczone

Przedmiot zgodnosci: System gtebokiej stymulacji mozgu Vercise Genus™
System WaveWriter Alpha™

Modele, ktérych dotyczy niniejsza deklaracja zgodnosci: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSI EN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

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 Irlandia

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

Podpisano w imieniu i na rzecz: Boston Scientific Neuromodulation Corporation

Data wydania: Miejsce wydania: Valencia, CA USA
DocuSigned by:
(—MW 19 october 2021
igaer Name: Rafael Carbunaru . .
Efaééﬁ%@ﬁiﬁ@ | approve this document Data ztozenia pOdeSU

icepigaing Jids: teaQacbéerzoan pg52:44 PM PDT
A5027EA413014C698C88320E44410619

92555422 Strona 15 z 25



Boston,.
Scientific

Advancing science for life™

Megfelel6ségi nyilatkozat
Radiéberendezésekrdl sz6l6 irdnyelv (2014/53/EU)

Magyar
Kibocsato neve: Boston Scientific Neuromodulation Corporation
Kibocsaté cime: 25155 Rye Canyon Loop

Valencia, CA 91355
Amerikai Egyesiilt Allamok

A nyilatkozat térgya: Vercise Genus™ mélyagyi stimulacids rendszer
WaveWriter Alpha™ rendszer

A jelen megfelel6ségi nyilatkozat a kovetkez6 tipusokra vonatkozik: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

A fent leirt nyilatkozat targyat képez6 készilékek megfelelnek a vonatkozd harmonizalt EU-s
torvényeknek, valamint az aldbbi dokumentumoknak: Radidberendezésekrél sz616 irdnyelv (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Gyartd EK-képviseld
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Amerikai Egyesiilt Allamok frorszag

A megfelel&ségi nyilatkozattal kapcsolatban a felelGsséget kizédrélag a Boston Scientific Neuromodulation
Corporation viseli.

Alairva a kdvetkez§ véllalat részérdl és megbizdsabdl: Boston Scientific Neuromodulation Corporation

Kiallitas datuma: Kiallitas helye: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
Efaé?@ﬁ?ﬁ‘ﬁ’ﬁ%ﬁﬁm' Carbunaru Alairas datuma

Signing Reason: | approve this document
Ailelnggmwtaaaa e9tRHESZILS) 6:52:49 PM PDT
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

[leknapauya 3a cboTBETCTBUE
JvpeKtuea 3a pagnocbopbikenua (2014/53/EC)

bvarapckm
NMe Ha emUTeHTa: Boston Scientific Neuromodulation Corporation
Aapec Ha eMUTeHTa: 25155 Rye Canyon Loop

Valencia, CA 91355
CbeaAMHEHM aMEPUKAHCKM LLATK

O6eKT Ha geknapaumnTa: Cuctema 3a Ab/160KOMO3bYHA cTumynaums Vercise Genus™
Cuctema WaveWriter Alpha™

Mogenute, 3a KOUTO Ce OTHACA Ta3n AeKnapauna 3a cboTeeTcTeue, ca: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

OB6eKTbT Ha AeKNapaLmATa, onncaHa no-rope, € B CbOTBETCTBME CbC CbOTBETHOTO XapPMOHU3UPAHO
3aKoHoAaTeNcTBO Ha Cblo3a U CAedHUTe JOKYMEHTU: MpeKkTuBa 3a paamnmocbopbskeHns (2014/53/EC).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

MNpoussoauten MNpeacrasuten 3a EO
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
CbeMHEHM aMepUKaHCKM WaTh MpnaHama

Boston Scientific Neuromodulation Corporation HocK M3KAOUYMTENIHATa OTTOBOPHOCT 3a [eKknapaumaTta 3a
CbOTBETCTBMUE.

MoanucaHo 3a 1 oT nMmeTo Ha: Boston Scientific Neuromodulation Corporation

[aTta Ha nspgasaHe: MscTo Ha nsgasaHe: Valencia, CA
DocuSigned by:

(— 19 october 2021

Efa&'@&?h‘ﬁrﬁ%r‘?&me' Carbunaru [aTa Ha noanvceaHeTo

Signing Reason: | approve this document
B|M Lesipaaytaas ioldatoedea s aappbPTKa
A5027EA413014C698C88320E44410619

92555422 CrpaHuua 17 ot 25



Boston
Scientific
Advancing science for life™

Izjava o uskladenosti
Direktiva o radioopremi (2014/53/EU)

Hrvatski
Naziv izdavaca: Boston Scientific Neuromodulation Corporation
Adresa izdavaca: 25155 Rye Canyon Loop

Valencia, CA 91355
Sjedinjene Americke Drzave

Predmet izjave: Vercise Genus™ Sustav za stimulaciju dubokih struktura mozga
Sustav WaveWriter Alpha™

Modeli koji su spomenuti u ovoj lzjavi o sukladnosti su: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Proizvodac Predstavnik za EU
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Sjedinjene Americke Drzave Irska

Tvrtka Boston Scientific Neuromodulation Corporation iskljucivo je odgovorna za Izjavu o sukladnosti.
Potpisana u ime i za: Boston Scientific Neuromodulation Corporation

Datum |zdavan Mijesto izdavanja: Valencia, CA

DocuS|gned
(— 19 october 2021

: Rafael Carbunaru :
Efaeﬁgﬁ@ﬁﬁ%fkﬁl approve this document Datum potpisa
Potpregiine dinié 29 (etobdivaz|¢eida28OM PDT

A5027EA413014C698C88320E44410619
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Boston,.
Scientific
Advancing science for life™
Declaratie de conformitate
Directiva privind echipamentele radio (2014/53/UE)

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

Valencia, CA 91355
Statele Unite ale Americii

Obiectul declaratiei: Sistem de stimulare cerebrala profunda Vercise Genus™
Sistem WaveWriter Alpha™

Modelele la care se refera aceasta Declaratie de conformitate sunt: DB-1408, DB-1416, DB-1432,
DB-1216, DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170,
SC-5170R, SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

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

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Producator 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 raspunde exclusiv pentru Declaratia de conformitate.

Semnat pentru si in numele: Boston Scientific Neuromodulation Corporation

Data emiterii: Locul emiterii: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
Qfa@lgﬂgr'ﬁi?ﬁaﬁ?fae' Carbunaru Data semnarii

. Signing Reason: | approve this document
\{lce@; RO [R0eRbar 209h §6:8¥@4PIEPDT
A5027EA413014C698C88320E44410619
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Boston
Scientific
Advancing science for life™

Uyumluluk Beyani
Radyo Ekipmani Direktifi (2014/53/EU)

Tlrkce
Dizenleyenin Ad: Boston Scientific Neuromodulation Corporation
Diizenleyenin Adresi: 25155 Rye Canyon Loop

Valencia, CA 91355
Amerika Birlesik Devletleri

Beyan konusu: Vercise Genus™ Derin Beyin StimUilasyonu Sistemi
WaveWriter Alpha™ Sistemi

Bu Uyumluluk Beyani icin ilgili modeller: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232, DB-5170,
DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010, SC-12030,
SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Yukarida aciklanan beyanin konusu, ilgili Birlik uyumlastiriimis mevzuatiyla ve asagidaki belgelerle
uyumludur: Radyo Ekipmani Direktifi (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Uretici AT Temisilcisi
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 minhasiran sorumludur.

Adina imzalanan sirket: Boston Scientific Neuromodulation Corporation

Diizenlenme Tarihi: Diizenlenme Yeri: Valencia, CA
DocuSigned by:

(— 19 october 2021

ufaé'gﬂlsfrﬂﬁm‘%ﬁ?fae' Carbunaru imza Tarihi

Slgnmg Qeason prove this documenf
Elas yniey FithaCHS! saéxmﬂ vedaelislipoe
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Boston,.
Scientific

Advancing science for life™
Izjava o skladnosti

Direktiva o radijski opremi (2014/53/EU)
Slovenscina

Naziv izdajatelja: Boston Scientific Neuromodulation Corporation

Naslov izdajatelja: 25155 Rye Canyon Loop
Valencia, CA 91355
Zdruzene drzave Amerike

Predmet izjave: Sistem za globoko mozgansko stimulacijo Vercise Genus™
Sistem WaveWriter Alpha™

Modeli, na katere se nanasa ta izjava o skladnosti: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Zgoraj opisani predmet izjave izpolnjuje zahteve ustrezno usklajene zakonodaje Unije in naslednjih
dokumentov: Direktiva o radijski opremi (2014/53/EU).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Proizvajalec Zastopnik v Evropski skupnosti
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
ZdruZene drzave Amerike Irska

Druzba Boston Scientific Neuromodulation Corporation je edina odgovorna za izjavo o skladnosti.

Podpisano za in v imenu: Boston Scientific Neuromodulation Corporation

Datum izdaje: Kraj izdaje: Valencia, Kalifornija
DocuSigned by:
(—MW 19 october 2021
ignsr . Rafael Carbunaru ;
ﬂfa%igag ea%o&?l approve this document Datum podp|sa

od psrriae dirkk, 1953 HdGRY 201 (85808 PM PDT
A5027EA413014C698C88320E44410619
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Boston,.
Scientific

Advancing science for life™

Vastavusdeklaratsioon
Raadioseadmete direktiiv (2014/53/EL)

Eesti
Valjastaja nimi: Boston Scientific Neuromodulation Corporation
Valjastaja aadress: 25155 Rye Canyon Loop

Valencia, CA 91355
Ameerika Uhendriigid

Deklaratsiooni objekt: Vercise Genus™-e peaaju slvastimulatsiooni siisteem
WaveWriter Alpha™ siisteem

Selles vastavusdeklaratsioonis kasitletavad mudelid on jargmised: DB-1408, DB-1416, DB-1432, DB-1216,
DB-1232, DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R,
SC-12010, SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Ulalpool kirjeldatud deklaratsiooni objekt vastab asjakohastele Euroopa Liidu tihtlustatud digusaktidele ja
jargmistele dokumentidele: raadioseadmete direktiiv (2014/53/EL).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 V2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Tootja EU esindaja
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Ameerika Uhendriigid lirimaa

Boston Scientific Neuromodulation Corporation on vastavusdeklaratsiooni eest ainuvastutav.

Allkirjastatud jargmise ettevdtte nimel: Boston Scientific Neuromodulation Corporation

Véljastamiskuupéev: Viéljastamiskoht: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
W fa Simar Nemes Refael Carbunaru Allkirjastamise kuupaev

Signing Reason: | approve this document
|ead9-.§nm@ RTINS SR S EARBTPM PDT
A5027EA413014C698C88320E44410619
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Boston,.
Scientific
Advancing science for life™
Atbilstibas deklaracija
Radioiekartu direktiva (2014/53/ES)

Latviski
lzdevéja nosaukums: Boston Scientific Neuromodulation Corporation
lzdevéja adrese: 25155 Rye Canyon Loop

Valencia, CA 91355
Amerikas Savienotas Valstis

Deklaracijas priek§mets: Vercise Genus™ dzila smadzenu stimulacijas sistéma
WaveWriter Alpha™ sistéma

Saja atbilstibas deklaracija minétie modeli: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232, DB-5170,
DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010, SC-12030,
SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

leprieks aprakstitais deklaracijas priekSmets atbilst saistoSajiem Eiropas Savienibas saskanotajiem tiesibu
aktiem un sadiem dokumentiem: Radioiekartu direktiva (2014/53/ES).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

RaZotajs Parstavis Eiropas Kopiena
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Amerikas Savienotas Valstis Trija

Boston Scientific Neuromodulation Corporation ir tikai un vienigi atbildigs par atbilstibas deklaraciju.

Parakstits $dda uznémuma varda: Boston Scientific Neuromodulation Corporation

IzdoSanas datums: Izdosanas vieta: Valensija, Kalifornijas
Stats
DocuSigned by:
(—MW 19 october 2021
igner Name: Rafael Carbunaru
gfaeﬁ.g:ﬂ@&‘ﬁ% H approve this document Paraksta datums
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Boston
Scientific
Advancing science for life™

Atitikties deklaracija
Radijo jrangos direktyva (2014/53/ES)

Lietuviy k.
Pateikéjo pavadinimas: ,Boston Scientific Neuromodulation Corporation”
Pateikéjo adresas: 25155 Rye Canyon Loop

Valencia, CA 91355
Jungtinés Amerikos Valstijos

Deklaracijos objektas: Giliojo smegeny stimuliavimo sistema ,Vercise Genus™*
Sistema ,,WaveWriter Alpha™*

Si atitikties deklaracija taikoma $iems modeliams: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Pirmiau apibtdintas deklaracijos objektas atitinka atitinkamus Sgjungos suderintus teisés aktus ir Siuos
dokumentus: radijo jrangos direktyva (2014/53/ES).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Gamintojas Atstovas EB
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Jungtinés Amerikos Valstijos Airija

UzZ atitikties deklaracijg iSskirtinai atsako ,,Boston Scientific Neuromodulation Corporation®.

Pasirasyta (kieno vardu): ,,Boston Scientific Neuromodulation Corporation”

ISdavimo data: ISdavimo vieta: Valencia, CA
DocuSigned by:
(— 19 october 2021
ﬂfa IS %ﬁ?fae' Carbunaru Pasirasymo data

|gnmg eason: | approve this document
Y rinsighng o sovdeepEeZiderd:as:36 PM PDT
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Boston,.
Scientific

Advancing science for life™

Samraemisyfirlysing
Tilskipun um fjarskiptabinad (2014/53/ESB)

[slenska
Nafn dtgefanda: Boston Scientific Neuromodulation Corporation
Heimilisfang Gtgefanda: 25155 Rye Canyon Loop
Valencia, CA 91355
Bandarikin

Varan sem samramisyfirlysingin d vio:  Vercise Genus™ kerfi fyrir djupheiladrvun
WaveWriter Alpha™ kerfi

Tegundir sem pessi samraemisyfirlysing a vid eru: DB-1408, DB-1416, DB-1432, DB-1216, DB-1232,
DB-5170, DB-5270, DB-5572-1A, SC-1216, SC-1232, SC-1416, SC-1432, SC-5170, SC-5170R, SC-12010,
SC-12030, SC-14016, SC-14032, SC-5270, SC-5270R, SC-5572-1A

Varan sem samramisyfirlysingin a vid og lyst er ad ofan er i samraemi vid vidkomandi samraemisloggjof
ESB og eftirfarandi gogn: Tilskipun um fjarskiptabinad (2014/53/ESB).

EN 60601-1:2006 +A1:2013

EN 60601-1-2:2015

EN 60601-1-11:2015
ANSI/AAMI/ISO 14708-3:2017
EN1SO 14971:2019

EN 62479:2010

ETSI EN 300 328 vV2.2.2:2019
ETSIEN 301 489-1V2.2.3:2019
ETSI EN 301 489-17 V3.2.4:2020

Framleidandi EB fulltrdi
Boston Scientific Neuromodulation Corporation Boston Scientific Limited
25155 Rye Canyon Loop Ballybrit Business Park
Valencia, CA 91355 Galway
Bandarikin irland

Samramisyfirlysingin er eingéngu & dbyrgd Boston Scientific Neuromodulation Corporation.

Undirritad fyrir og fyrir hénd: Boston Scientific Neuromodulation Corporation

Utgafudagur: Utgafustadur: Valencia, CA
DocuSigned by:
(—MW 19 october 2021
i . Rafael Carbunaru ; S
Efa%gg{;%rgké?%oﬁ:?l approve this document Dagsetmng undirritunar
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Electronic Record and Signature Disclosure created on: 5/13/2016 4:59:42 AM
Parties agreed to: Rafael Carbunaru

ELECTRONIC RECORD AND SIGNATURE DISCLOSURE

From time to time, Boston Scientific Corp - Part 11 (we, us or Company) may be required by law
to provide to you certain written notices or disclosures. Described below are the terms and
conditions for providing to you such notices and disclosures electronically through your
DocuSign, Inc. (DocuSign) Express user account. Please read the information below carefully
and thoroughly, and if you can access this information electronically to your satisfaction and
agree to these terms and conditions, please confirm your agreement by clicking the 'T agree'
button at the bottom of this document.

Getting paper copies

At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. For such copies, as long as you are an authorized user of the
DocuSign system you will have the ability to download and print any documents we send to you
through your DocuSign user account for a limited period of time (usually 30 days) after such
documents are first sent to you. After such time, if you wish for us to send you paper copies of
any such documents from our office to you, you will be charged a $0.00 per-page fee. You may
request delivery of such paper copies from us by following the procedure described below.
Withdrawing your consent

If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
only in paper format. How you must inform us of your decision to receive future notices and
disclosure in paper format and withdraw your consent to receive notices and disclosures
electronically is described below.

Consequences of changing your mind

If you elect to receive required notices and disclosures only in paper format, it will slow the
speed at which we can complete certain steps in transactions with you and delivering services to
you because we will need first to send the required notices or disclosures to you in paper format,
and then wait until we receive back from you your acknowledgment of your receipt of such
paper notices or disclosures. To indicate to us that you are changing your mind, you must
withdraw your consent using the DocuSign 'Withdraw Consent' form on the signing page of your
DocuSign account. This will indicate to us that you have withdrawn your consent to receive
required notices and disclosures electronically from us and you will no longer be able to use your
DocuSign Express user account to receive required notices and consents electronically from us
or to sign electronically documents from us.

All notices and disclosures will be sent to you electronically

Unless you tell us otherwise in accordance with the procedures described herein, we will provide
electronically to you through your DocuSign user account all required notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be provided or
made available to you during the course of our relationship with you. To reduce the chance of
you inadvertently not receiving any notice or disclosure, we prefer to provide all of the required
notices and disclosures to you by the same method and to the same address that you have given
us. Thus, you can receive all the disclosures and notices electronically or in paper format through
the paper mail delivery system. If you do not agree with this process, please let us know as
described below. Please also see the paragraph immediately above that describes the
consequences of your electing not to receive delivery of the notices and disclosures
electronically from us.



How to contact Boston Scientific Corp - Part 11:

You may contact us to let us know of your changes as to how we may contact you electronically,
to request paper copies of certain information from us, and to withdraw your prior consent to
receive notices and disclosures electronically as follows:

To contact us by email send messages to: joe.jacques @bsci.com

To advise Boston Scientific Corp - Part 11 of your new e-mail address
To let us know of a change in your e-mail address where we should send notices and disclosures
electronically to you, you must send an email message to us at joe.jacques @bsci.com and in the
body of such request you must state: your previous e-mail address, your new e-mail address. We
do not require any other information from you to change your email address..
In addition, you must notify DocuSign, Inc to arrange for your new email address to be reflected
in your DocuSign account by following the process for changing e-mail in DocuSign.
To request paper copies from Boston Scientific Corp - Part 11
To request delivery from us of paper copies of the notices and disclosures previously provided
by us to you electronically, you must send us an e-mail to joe.jacques @bsci.com and in the body
of such request you must state your e-mail address, full name, US Postal address, and telephone
number. We will bill you for any fees at that time, if any.
To withdraw your consent with Boston Scientific Corp - Part 11
To inform us that you no longer want to receive future notices and disclosures in electronic
format you may:
i. decline to sign a document from within your DocuSign account, and on the subsequent
page, select the check-box indicating you wish to withdraw your consent, or you mayj;
ii. send us an e-mail to joe.jacques @bsci.com and in the body of such request you must
state your e-mail, full name, IS Postal Address, telephone number, and account number.
We do not need any other information from you to withdraw consent.. The consequences
of your withdrawing consent for online documents will be that transactions may take a
longer time to process..

Required hardware and software

Operating Systems: Windows2000? or WindowsXP?

Browsers (for SENDERS): Internet Explorer 6.0? or above

Browsers (for SIGNERS): Internet Explorer 6.0?, Mozilla FireFox 1.0,
NetScape 7.2 (or above)

Email: Access to a valid email account

Screen Resolution: 800 x 600 minimum

Enabled Security Settings:
*Allow per session cookies

*Users accessing the internet behind a Proxy
Server must enable HTTP 1.1 settings via
proxy connection

** These minimum requirements are subject to change. If these requirements change, we will
provide you with an email message at the email address we have on file for you at that time
providing you with the revised hardware and software requirements, at which time you will
have the right to withdraw your consent.



Acknowledging your access and consent to receive materials electronically

To confirm to us that you can access this information electronically, which will be similar to
other electronic notices and disclosures that we will provide to you, please verify that you
were able to read this electronic disclosure and that you also were able to print on paper or
electronically save this page for your future reference and access or that you were able to
e-mail this disclosure and consent to an address where you will be able to print on paper or
save it for your future reference and access. Further, if you consent to receiving notices and
disclosures exclusively in electronic format on the terms and conditions described above,
please let us know by clicking the 'T agree' button below.

By checking the 'T Agree' box, I confirm that:

e [ can access and read this Electronic CONSENT TO ELECTRONIC RECEIPT OF
ELECTRONIC RECORD AND SIGNATURE DISCLOSURES document; and

e I can print on paper the disclosure or save or send the disclosure to a place where I can
print it, for future reference and access; and

*  Until or unless I notify Boston Scientific Corp - Part 11 as described above, I consent
to receive from exclusively through electronic means all notices, disclosures,
authorizations, acknowledgements, and other documents that are required to be
provided or made available to me by Boston Scientific Corp - Part 11 during the
course of my relationship with you.
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