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Boston
Scientific

Advancing science for life™

DECLARATION OF CONFORMITY
Directive 2014/53/EU

Manufacturer: Boston Scientific Corporation
Address: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

We declare on our sole responsibility that the following radio equipment models are in conformity with the relevant
Union harmonisation legislation in Directive 2014 /53 /EU:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

The relevant harmonised standards and/or technical specifications which have been applied in relation to this
declaration of conformity are:

Concerning Article 3.1(a):

EN 45502-1:2015



EN 62479:2010
EN 62311:2008

Concerning Article 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016

Concerning Article 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Signed for and on behalf of Boston Scientific at the listed address

Alexandra Naughton Vice President, Quality Assurance

Tl bl

“Dan Goldman Vice President, Research and Development

Date of Issue: 07/06/21
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KONFORMITATSERKLARUNG
Richtlinie 2014 /53 /EU

Hersteller: Boston Scientific Corporation
Adresse: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Hiermit erklaren wir in alleiniger Verantwortung, dass die folgenden Funkanlagenmodelle und Zubeho6re mit der
Richtlinie 2014 /53 /EU uber die Harmonisierung der Rechtsvorschriften der Mitgliedstaaten konform sind:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

In Bezug auf diese Konformitatserklarung wurden die folgenden harmonisierten Normen und/oder anderen
einschlagigen technischen Spezifikationen angewandt:

Zu Artikel 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Zu Artikel 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Zu Artikel 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Unterzeichnet fir und im Auftrag von Boston Scientific unter der angegebenen Adresse.

Alexandra Naughton  Vizepréasident, Qualitdtssicherung

an Goldman Vice President, Research and Development

Ausgabedatum: 07/06/21
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DECLARATION DE CONFORMITE
Directive 2014/53/EU

Fabricant : Boston Scientific Corporation
Adresse : 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

I1 est de notre seule responsabilité de certifier que les modeéles suivants d’équipements hertziens sont conformes a la
législation d'harmonisation pertinente de 1'Union comme décrite dans la directive 2014 /53 /EU :

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Les normes harmonisées et/ou les spécifications techniques pertinentes qui ont été appliquées en relation avec cette
déclaration de conformité sont :

En ce qui concerne l'article 3.1(a) :

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

En ce qui concerne l'article 3.1(b) :
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016

En ce qui concerne l'article 3.2 :

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Signé pour et au nom de Boston Scientific a l'adresse indiquée

Alexandra Naughton  Vice-président du service d'assurance qualité

Tl bl

“Dan Goldman Vice President, Research and Development

Date d'établissement: 07/06/21
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DECLARACION DE CONFORMIDAD
Directiva 2014 /53 /UE

Fabricante: Boston Scientific Corporation
Direccion: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, EE. UU.

Declaramos, bajo nuestra responsabilidad exclusivamente, que los siguientes modelos de equipos radioeléctricos y
accesorios estan en conformidad con la legislacion pertinente de armonizacion de la Union Europea en la Directiva
2014/53/UE:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (DO22, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10O, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DOO2, DOOO, D003, D001, D052, DO50, D053, DO51, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Las normas armonizadas pertinentes o especificaciones técnicas que se han aplicado en relacion con la declaracion de
conformidad son las siguientes:

En referencia al articulo 3.1(a):
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EN 45502-1:2015
EN 62479:2010
EN 62311:2008

En referencia al articulo 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016

En referencia al articulo 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Firmado por y en nombre de Boston Scientific en la direccion mencionada
Alexandra Naughton  Vicepresidente del departamento de Garantia de la Calidad

Tl

“Dan Goldman Vice President, Research and Development

Fecha de publicacion: 07/06/21
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DICHIARAZIONE DI CONFORMITA
Direttiva 2014/53/UE

Fabbricante: Boston Scientific Corporation
Indirizzo: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Dichiariamo sotto la nostra esclusiva responsabilita che i seguenti modelli di apparecchiature radio sono conformi alla
legislazione di armonizzazione dell'Unione pertinente della direttiva 2014 /53 /UE:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Le norme armonizzate e/o le specifiche tecniche pertinenti che sono state applicate ai sensi della presente
dichiarazione di conformita sono le seguenti:

In riferimento all'articolo 3.1(a):

EN 45502-1:2015



EN 62479:2010
EN 62311:2008

In riferimento all'articolo 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016

In riferimento all'articolo 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Firmato a nome per conto di Boston Scientific all'indirizzo indicato

Alexandra Naughton  Vicepresidente, Controllo qualita

an Goldman Vice President, Research and Development

Data di rilascio: 07/06/21
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CE-CONFORMITEITSVERKLARING
Richtlijn 2014 /53 /EG

Fabrikant: Boston Scientific Corporation
Adres: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, VS

Wij verklaren op onze eigen verantwoording dat de volgende modellen van radioapparatuur in overeenstemming zijn
met de relevante harmonisatiewetgeving van de Gemeenschap in Richtlijn 2014 /53 /EG:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

De relevante geharmoniseerde normen en/of technische specificaties die zijn toegepast in verband met deze
conformiteitsverklaring zijn:

Betreffende Artikel 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Betreffende Artikel 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Betreffende Artikel 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Ondertekend voor en namens Boston Scientific op het vermelde adres.

Alexandra Naughton  Vicepresident, kwaliteitsborging

Tl bl

“Dan Goldman Vice President, Research and Development

Uitgiftedatum: 07/06/21
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DECLARACAO DE CONFORMIDADE
Diretiva 2014 /53 /UE

Fabricante: Boston Scientific Corporation
Endereco: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Declaramos sob nossa Unica responsabilidade que os seguintes modelos de equipamentos de radio e acessorios estao
em conformidade com a legislacao de harmonizacao relevante da Unido Europeia na Diretiva 2014 /53 /UE:

AUTOGEN™ (D046, D044, D047, DO45, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

As normas harmonizadas relevantes e/ou as especificacoes técnicas que foram aplicadas relativamente a esta
declaracao de conformidade sao:

Relativamente ao Artigo n.° 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008
Relativamente ao Artigo n.° 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016

Relativamente ao Artigo n.° 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Assinado por e em nome da Boston Scientific, no endereco indicado

Alexandra Naughton  Vice-presidente, Garantia de Qualidade

Tl bl

“Dan Goldman Vice President, Research and Development

Data de Emissao: 07/06/21
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AHAQXH CYMMOPPQXHE
Obnyia 2014 /53 /EE

Kataokeuaotrg: Boston Scientific Corporation
AtevBuvon: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, HITA

AnA®VoupE P AITOKAEI0TIKT) Pag €uOUVN 0T Ta MMAPAKAT® PoVIEAd padloeSonmAlopoU eival 08 CUPHOP@®OT] € T OXETIKI)
EVOO1aKI) vopoBeoia evappoviong rou opiletat otnv Odnyia 2014 /53 /EE:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Ta oxetika evappoviopéva mpotura 1/ Kat 01 TEXVIKEG IPod1aypa@Eg Iou €X0UV eQAPHO0Tel 08 OXEOT HE TV ITapouoa
dnAwon ouppopewong sivat:

Zxetko ApOBpo 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Zxetko ApBpo 3.1(B):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
rxetko ApBpo 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Yrieypagn ano kat yia Aoyaplaopo g Boston Scientific otnv avaypagopevn dieubuvon

Alexandra Naughton  Avurnpoedpog, Atao@dalAion ITolotntag

an Goldman Vice President, Research and Development

Hpepounvia Exboong: 07/06/21
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SAMSVARSERKLZERING
Direktiv 2014 /53 /EU

Produsent: Boston Scientific Corporation
Adresse: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Vi erkleerer herved pa eget ansvar at folgende radioutstyrsmodeller er i samsvar med den relevante
harmoniseringslovgivningen i direktiv 2014 /53 /EU:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

De relevante harmoniserte standardene og/eller tekniske spesifikasjonene som er brukt i forbindelse med denne
samsvarserkleeringen, er:

Angaende artikkel 3.1(a):

EN 45502-1:2015



EN 62479:2010
EN 62311:2008

Angaende artikkel 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Angaende artikkel 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Undertegnet for og pa vegne av Boston Scientific pa angitt adresse

Alexandra Naughton Visepresident, kvalitetssikring

an Goldman Vice President, Research and Development

Utstedelsesdato: 07/06/21

Boston
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OVERENSSTEMMELSESERKLZERING
Direktiv 2014 /53 /EU

Producent: Boston Scientific Corporation
Adresse: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Vi erkleerer hermed som eneansvarlige, at folgende radioudstyrsmodeller er i overensstemmelse med de relevante
unionsharmoniseringsbestemmelser i direktiv 2014 /53 /EU:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

De relevante harmoniserede standarder og/eller tekniske specifikationer, der er anvendt i relation til denne
overensstemmelseserkleering, er:

Hvad angar artikel 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Hvad angar artikel 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Hvad angar artikel 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Underskrevet for og pa vegne af Boston Scientific p4 den angivne adresse
Alexandra Naughton Vicedirektor, Kvalitetssikring

Tl bl

“Dan Goldman Vice President, Research and Development

Udstedelsesdato: 07/06/21
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FORSAKRAN OM OVERENSSTAMMELSE
Direktiv 2014 /53 /EU

Tillverkare: Boston Scientific Corporation
Adress: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Vi férsékrar under eget ansvar att f6ljande radioutrustningsmodeller 6verensstimmer med den relevanta
unionslagstiftningen om harmonisering i direktiv 2014 /53 /EU:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

De relevanta harmoniserade standarderna och/eller tekniska specifikationer som har tillAmpats i samband med
denna férsdkran om 6verensstdmmelse ar:

Betraffande artikel 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Betraffande artikel 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Betraffande artikel 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Undertecknad pa uppdrag av Boston Scientific vid den angivna adressen

Alexandra Naughton  Vice President, Kvalitetssakring

an Goldman Vice President, Research and Development

Utfardad: 07/06/21
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DEKLARACJA ZGODNOSCI
Dyrektywa 2014 /53 /UE

Wytworca: Boston Scientific Corporation
Adres: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Deklarujemy nasza wytaczna odpowiedzialnosc, ze nastepujace modele urzadzen radiowych sa zgodne z odpowiednimi
przepisami harmonizacyjnymi Unii w Dyrektywie 2014 /53 /UE:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Odpowiednie zharmonizowane normy i/lub dane techniczne, ktore zastosowano w zwigzku z niniejsza deklaracja
zgodnosci to:

Dotyczy artykutu 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Dotyczy artykutu 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Dotyczy artykutu 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Podpisano dla i w imieniu firmy Boston Scientific pod podanym adresem

Alexandra Naughton  Wiceprezes, Zapewnienie Jakosci

an Goldman Vice President, Research and Development

Data wydania: 07/06/21
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VYHLASENIE O ZHODE
Smernica 2014/53/EU

Vyrobca: Boston Scientific Corporation
Adresa: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Vyhlasujeme na svoju vlastnu zodpovednost, Ze nasledujuce modely radiovych zariadeni su v sulade s prislusSnymi
harmonizaénymi pravnymi predpismi Unie v smernici 2014 /53/EU:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Prislusné harmonizované normy a/alebo technickeé Specifikacie, ktoré sa pouzili v suvislosti s tymto vyhlasenim o
zhode, su:

Ohrladne ¢lanku 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008

Ohladne c¢lanku 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Ohladne ¢lanku 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Podpisané za a v mene spoloc¢nosti Boston Scientific na uvedenej adrese

Alexandra Naughton  Viceprezident pre zabezpecovanie kvality

an Goldman Vice President, Research and Development

Datum vydaja: 07/06/21
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PROHLASENI O SHODE
Smeérnice 2014 /53 /EU

Vyrobce: Boston Scientific Corporation
Adresa: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Na vlastni odpovédnost prohlasujeme, Ze nasledujici model(y) radiofrekvencnich zarizeni jsou v souladu s prislusnymi
harmoniza¢nimi pravnimi predpisy Unie, jak uvadi smeérnice 2014 /53 /EU:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

Prislusné harmonizované normy a/nebo technické pozadavky, které byly pouzity v souvislosti s timto prohlasenim
o shodg, jsou:

Co se tyce clanku 3.1(a):

EN 45502-1:2015
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EN 62479:2010
EN 62311:2008
Co se tyce clanku 3.1(b):
ETSI EN 301 489-1 V2.1.1:2017
ETSI EN 301 489-27 V2.1.1:2016
ETSI EN 301 489-31 V2.1.1:2016
Co se tyce ¢clanku 3.2:

ETSI EN 301 839 V2.1.1:2016
ETSI EN 302 195 V2.1.1:2016

Podepsano za a jménem spolecnosti Boston Scientific na uvedené adrese

Alexandra Naughton  Viceprezident oddéleni zajiSténi kvality

an Goldman Vice President, Research and Development

Datum vydani: 07/06/21
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MEGFELELOSEGI NYILATKOZAT
2014 /53 /EU iranyelv

Gyarto: Boston Scientific Corporation

Cim: 4100 Hamline Avenue North, St. Paul, Minnesota 55112-5798, USA

Teljes felel6sséggel kijelentjuk, hogy az itt felsorolt radiokészuilékek megfelelnek a rajuk vonatkozo, a 2014 /53 /EU
iranyelvben rogzitett Unios harmonizacios jogszabalyoknak:

AUTOGEN™ (D046, D044, D047, D045, D176, D174, D177, D175, G179, G172, G177, G173, G175)
DYNAGEN™ (D022, D020, D023, D021, D152, D150, D153, D151, G158, G150, G156, G151)
INOGEN™ (DO12, DO10, DO13, DO11, D142, D140, D143, D141, G148, G140, G146, G141)
ORIGEN™ (DO0O2, DO0OO, D003, D001, D052, D050, D053, D051, GO58, GO50, GO56, GO51)
RESONATE™ (D420, D421, D432, D433, G424, G425, G426, G428, G437, G447, G448)
RESONATE™ HF (D520, D521, D532, D533, G524, G525, G526, G528, G537, G547, G548)
CHARISMA™ (D320, D321, D332, D333, G324, G325, G328, G337, G347, G348)
VIGILANT™ (D220, D221, D232, D233, G224, G225, G228, G237, G247, G248)

PERCIVA™ (D400, D401, D412, D413)

PERCIVA™ HF (D500, D501, D512, D513)

MOMENTUM™ (D120, D121, G124, G125, G126, G128, G138)

A jelen megfelel6ség nyilatkozat vonatkozasaban alkalmazott megfelel6 harmonizalt szabvanyok és/vagy muiszaki
eléirasok a kovetkezok:

A 3.1(a) cikkre vonatkozodlag:

EN 45502-1:2015



EN 62479:2010
EN 62311:2008

A 3.1(b) cikkre vonatkozolag:
ETSI EN 301 489-1 V2.1.1:2017 jelzetu szabvany
ETSI EN 301 489-27 V2.1.1:2016 jelzeti szabvany
ETSI EN 301 489-31 V2.1.1:2016 jelzetui szabvany
A 3.2. cikkre vonatkozolag:

ETSI EN 301 839 V2.1.1:2016 jelzetii szabvany
ETSI EN 302 195 V2.1.1:2016 jelzetu szabvany

A Boston Scientific nevében és megbizasabol a fenti cimen alairta:

/afa/\&%@m\/

Alexandra Naughton  Alelndk, Mindségbiztositas

an Goldman Vice President, Research and Development

Kiallitas datuma: 07/06/21
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