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QLumenis

Declaration of Conformity

Directive 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Directive 2014/53/EU Standards

Article 3.1a (Safety) EN 60601-1
EN 50364
Article 3.1b (EMC) EN 60601-1-2
EN 301 489-1
EN 301 489-3
Article 3.2 (Spectrum) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Name (Lumenis GmbH) Date

DUQU \D—Q'Z\f\x\c)\[\ (’O\'Nc}w Q&O)

Name, Director, Research & Development Date

25-Jan-2023
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Catalog
Number

GA-1000000GR

QLumenis

AcuPulse DUO

GA-2006098GR

Lumenis Pulse 30H

GA-1008943GR

Lumenis Pulse 50H, INT

GA-1008946GR

Lumenis Pulse 50H, DOM

GA-2006378GR

Lumenis Pulse 60H, 50Hz

GA-2006379GR

Lumenis Pulse 60H, 60Hz

GA-1008942GR

Lumenis Pulse 100H INT

GA-1008944GR

Lumenis Pulse 100H DOM
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QLumenis

Konformitatserklarung

Richtlinie 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Hiermit erklaren wir in alleiniger Verantwortung, dass die folgenden
Funkanlagenmodelle und Zubehorteile der Richtlinie 2014/53/EU Uber die
Harmonisierung der Rechtsvorschriften der Mitgliedstaaten entsprechen:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Richtlinie 2014/53/EU Normen

Artikel 3.1a (Sicherheit) EN 60601-1
EN 50364
Artikel 3.1b (Elektromagnetische EN 60601-1-2
Vertraglichkeit) EN 301 489-1
EN 301 489-3
Artikel 3.2 (Spektrum) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Name (Lumenis GmbH) Datum

Dué) \D—QZ\I\}Q\/\ (D\'Nr}w Q:J))

Name, Director, Forschung & Entwicklung Datum

25-Jan-2023
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Bestell-Nr.

GA-1000000GR

QLumen

Produktname

AcuPulse DUO

* _ B

S

Geratetyp

GA-2006098GR

Lumenis Pulse 30H

GA-1008943GR

Lumenis Pulse 50H, INT

GA-1008946GR

Lumenis Pulse 50H, DOM

GA-2006378GR

Lumenis Pulse 60H, 50Hz

GA-2006379GR

Lumenis Pulse 60H, 60Hz

GA-1008942GR

Lumenis Pulse 100H INT

GA-1008944GR

Lumenis Pulse 100H DOM
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QLumenis

Déclaration de Conformité

Directive 2014/53/UE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Il est de notre seule responsabilité de certifier que les modeles suivants d’équipements
hertziens sont conformes a la législation d’harmonisation pertinente de I’Union, telle
que décrite dans la directive 2014/53/UE:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Directive 2014/53/UE Normes

Article 3.1a (Sécurité) EN 60601-1
EN 50364
Article 3.1b (Compatibilité EN 60601-1-2
électromagnétique) EN 301 489-1
EN 301 489-3
Article 3.2 (Spectre) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Nom (Lumenis GmbH)

Dodi esviers, (Dineckor Qa)

Nom, directeur, Recherche et Développement Date

25-Jan-2023
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Référence
catalogue
GA-1000000GR

QLumen

Nom du produit

AcuPulse DUO

* ®

S

Type de
dispositif

GA-2006098GR

Lumenis Pulse 30H

GA-1008943GR

Lumenis Pulse 50H, INT

GA-1008946GR

Lumenis Pulse 50H, DOM

GA-2006378GR

Lumenis Pulse 60H, 50Hz

GA-2006379GR

Lumenis Pulse 60H, 60Hz

GA-1008942GR

Lumenis Pulse 100H INT

GA-1008944GR

Lumenis Pulse 100H DOM
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Declaracion De Conformidad

Directiva 2014/53/UE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Directiva 2014/53/UE Normas

Articulo 3.1a (Seguridad) EN 60601-1
EN 50364
Articulo 3.1b (Compatibilidad EN 60601-1-2
electromagnética) EN 301 489-1
EN 301 489-3
Articulo 3.2 (Espectro) EN 300 330

2 e W»M

(EMEA Technical Manager) 13-Feb-2023

Nombre (Lumenis GmbH) Fecha

Dudi \ﬂ-ezm\c)\A (Diwec,}mr Q.»O)

Nombre, Director, Investigacion y Desarrollo Fecha

25-Jan-2023

CCP 101649310164934
Page 8 of 51



QLumenis

Tipo de
dispositivo

Numero de
catalogo

GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

Nombre del producto

CCP 101649310164934
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QLumenis

Dichiarazione di Conformita

Direttiva 2014/53/UE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Direttiva 2014/53/UE Norme

Articolo 3.1a (Sicurezza) EN 60601-1
EN 50364
Articolo 3.1b (Compatibilita EN 60601-1-2
elettromagnetica) EN 301 489-1
EN 301 489-3
Articolo 3.2 (Spettro) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Nome (Lumenis GmbH)

Dodi Neavders. (Oiveckor Rad)

Nome, Direttore, Ricerca e Sviluppo Data

25-Jan-2023

CCP 101649310164934
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QLumenis

A G Nome del prodotto Uiz et

catalogo dispositivo
GA-1000000GR | AcuPulse DUO System
GA-2006098GR | Lumenis Pulse 30H System
GA-1008943GR | Lumenis Pulse 50H, INT System
GA-1008946GR | Lumenis Pulse 50H, DOM System
GA-2006378GR | Lumenis Pulse 60H, 50Hz System
GA-2006379GR | Lumenis Pulse 60H, 60Hz System
GA-1008942GR | Lumenis Pulse 100H INT System
GA-1008944GR | Lumenis Pulse 100H DOM System

CCP 101649310164934
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QLumenis

CE-Conformiteitsverklaring

Richtlijn 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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/EU:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Richtlijn 2014/53/EU Normen

Artikel 3.1a (Veiligheid) EN 60601-1
EN 50364
Artikel 3.1b (Elektromagnetische EN 60601-1-2
compabiliteit) EN 301 489-1
EN 301 489-3
Artikel 3.2 (Spectrum) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Naam (Lumenis GmbH) Datum

Dodi Neavders. (Oiveckor Rad)

Naam, Directeur, Onderzoek & Ontwikkeling Datum

25-Jan-2023

CCP 101649310164934
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QLumenis

CEiEl e Productnaam Type
nummer Hulpmiddel

GA-1000000GR | AcuPulse DUO System
GA-2006098GR | Lumenis Pulse 30H System
GA-1008943GR | Lumenis Pulse 50H, INT System
GA-1008946GR | Lumenis Pulse 50H, DOM System
GA-2006378GR | Lumenis Pulse 60H, 50Hz System
GA-2006379GR | Lumenis Pulse 60H, 60Hz System
GA-1008942GR | Lumenis Pulse 100H INT System
GA-1008944GR | Lumenis Pulse 100H DOM System

CCP 101649310164934
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QLumenis

Declaracao de Conformidade

Diretiva 2014/53/UE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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 Uniao Europeia na Diretiva 2014/53/UE:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Diretiva 2014/53/UE Normas
Artigo n.° 3.1a (Seguranca) EN 60601-1
EN 50364
Artigo n.° 3.1b (Compatibilidade EN 60601-1-2
eletromagnética) EN 301 489-1
EN 301 489-3
Artigo n.° 3.2 (Espectro) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Nome (Lumenis GmbH)

Dodi Neavders. (Oiveckor Rad)

Nome, Diretor, Investigacao e Desenvolvimento Data

25-Jan-2023

CCP 101649310164934
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QLumenis

Referéncia Nome do produto T 1po .d.e
dispositivo
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT

GA-1008944GR | Lumenis Pulse 100H DOM

CCP 101649310164934
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QLumenis

AHAQZH 2YMMOP®Q2HZ

Oodnyia 2014/53/EE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

AnAWVOUPE PE ATTOKAELOTIKA PAg euBUVN OTL TA TAPAKATW HOVTEAQ padlosEoTAIGHOU
glval o€ cUPPOPPWON HE TN OXETIKA EVWOLAKN VOUoBeaia evappoviong mou opiletal otnv
Odnyia 2014/53/EE:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Ta OXETIKA EVAPHOVICHEVA TTIPATUTIA /KAl Ol TEXVIKEG TTPOOLAYPAPEG TTOU £XOUV
EQPAPHOOTEL OE OXEON HE TNV Mapoucd ONAWGCN CUHHOP@PWONG givat:

ApBpo 3.1a (Ac@dAcia) EN 60601-1
EN 50364
ApBpo 3.1b (HAekTpopayvnTiki EN 60601-1-2
oupBatotnta) EN 301 489-1
EN 301 489-3
Apbpo 3.2 (Pdopa) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

‘Ovopa (Lumenis GmbH) Huepopnvia

Dodi Neavders. (Oiveckor Rad)

‘Ovopa, Aleubuvtig, ‘Epsuva kat Avamtuén Huepopunvia

25-Jan-2023

CCP 101649310164934
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QLumenis

Tomog
OUCKEUNG

Ap16pog
KataAoyou

GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

‘Ovopa mpoidvTog

CCP 101649310164934
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QLumenis

Samsvarserklaering

Direktiv 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Direktiv 2014/53/EU Standardene

Artikkel 3.1a (Sikkerhet) EN 60601-1
EN 50364
Artikkel 3.1b (Elektromagnetisk EN 60601-1-2
kompabilitet) EN 301 489-1
EN 301 489-3
Artikkel 3.2 (Spektrum) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Navn (Lumenis GmbH) Dato

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

Navn, direkter, forskning og utvikling Dato

25-Jan-2023

CCP 101649310164934
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QLumenis

Katalognummer Produktnavn Enhetstype

GA-1000000GR AcuPulse DUO System
GA-2006098GR Lumenis Pulse 30H System
GA-1008943GR Lumenis Pulse 50H, INT System
GA-1008946GR Lumenis Pulse 50H, DOM System
GA-2006378GR Lumenis Pulse 60H, 50Hz System
GA-2006379GR Lumenis Pulse 60H, 60Hz System
GA-1008942GR Lumenis Pulse 100H INT System
GA-1008944GR Lumenis Pulse 100H DOM System

CCP 101649310164934
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QLumenis

Overensstemmelseserklaering

Direktiv 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

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

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Direktiv 2014/53/EU Standarder

Artikel 3.1a (Sikkerhed) EN 60601-1
EN 50364
Artikel 3.1b (Elektromagnetisk EN 60601-1-2
kompatibilitet) EN 301 489-1
EN 301 489-3
Artikel 3.2 (Spektrum) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Navn (Lumenis GmbH) Dato

Dodi Neavders. (Oiveckor Rad)

Navn, direkter, forskning og udvikling Dato

25-Jan-2023

CCP 101649310164934
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QLumenis

Katalognummer Produktnavn Enhedstype

GA-1000000GR AcuPulse DUO System
GA-2006098GR Lumenis Pulse 30H System
GA-1008943GR Lumenis Pulse 50H, INT System
GA-1008946GR Lumenis Pulse 50H, DOM System
GA-2006378GR Lumenis Pulse 60H, 50Hz System
GA-2006379GR Lumenis Pulse 60H, 60Hz System
GA-1008942GR Lumenis Pulse 100H INT System
GA-1008944GR Lumenis Pulse 100H DOM System

CCP 101649310164934
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QLumenis

Forsakran om overensstammelse

Direktiv 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Vi forsakrar under eget ansvar att foljande radioutrustningsmodeller overensstammer
med den relevanta unionslagstiftningen om harmonisering i direktiv 2014/53/EU:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

De relevanta harmoniserade standarderna och/eller tekniska specifikationer som har
tillampats i samband med denna forsakran om overensstammelse ar:

Direktiv 2014/53/EU Standarderna

Artikel 3.1a (Sakerhet) EN 60601-1
EN 50364
Artikel 3.1b (Elektromagnetisk EN 60601-1-2
kompabilitet) EN 301 489-1
EN 301 489-3
Artikel 3.2 (Spektrum) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Namn (Lumenis GmbH) Datum

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

Namn, Director for forskning och utveckling Datum

25-Jan-2023

CCP 101649310164934
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QLumenis

Katalognummer Produktnamn Enhetstyp

GA-1000000GR AcuPulse DUO System
GA-2006098GR Lumenis Pulse 30H System
GA-1008943GR Lumenis Pulse 50H, INT System
GA-1008946GR Lumenis Pulse 50H, DOM System
GA-2006378GR Lumenis Pulse 60H, 50Hz System
GA-2006379GR Lumenis Pulse 60H, 60Hz System
GA-1008942GR Lumenis Pulse 100H INT System
GA-1008944GR Lumenis Pulse 100H DOM System

CCP 101649310164934
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QLumenis

Vyhlasenie o Zhode

Smernica 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Vyhlasujeme na svoju vlastni zodpovednost,, Ze nasledujice modely radiovych zariadeni
su v sulade s prislusnymi harmonizacnymi pravnymi predpismi Unie
v smernici 2014/53/EU:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Smernica 2014/53/EU Normy
Clanku 3.1a (Bezpecnost) EN 60601-1
EN 50364
Clanku 3.1b (Elektromagneticka EN 60601-1-2
kompatibilita) EN 301 489-1
EN 301 489-3
Clanku 3.2 (Spektrum) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Meno (Lumenis GmbH) Datum

Dodi Neavders. (Oiveckor Rad)

Meno, riaditel, vyskum a vyvoj Datum

25-Jan-2023

CCP 101649310164934
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QLumenis

Nazov produktu Typ pomocky

Katalégové
cislo

GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

CCP 101649310164934
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QLumenis

Prohlaseni o Shodeée

Smérnice 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Na vlastni odpovédnost prohlasujeme, ze nasledujici model(y) radiofrekvencnich
zarizeni jsou v souladu s prislusSnymi harmonizacnimi pravnimi predpisy Unie, jak uvadi
Smérnice 2014/53/EU:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Smérnice 2014/53/EU Normy
Clanku 3.1a (Bezpecnost) EN 60601-1
EN 50364
Clanku 3.1b (Elektromagneticka EN 60601-1-2
kompatibilita) EN 301 489-1
EN 301 489-3
Clanku 3.2 (Spektrum) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Jméno (Lumenis GmbH) Datum

Dodi Neavders. (Oiveckor Rad)

Jméno, reditel, Vyzkum a vyvoj Datum

25-Jan-2023

CCP 101649310164934
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Katalogové
cislo

GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

Nazev produktu Typ zarizeni

CCP 101649310164934
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Megfeleloségi nyilatkozat

2014/53/EU iranyelv
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Teljes feleldsséggel kijelentjiik, hogy az itt felsorolt radiokésziilékek megfelelnek a
rajuk vonatkozo, a 2014/53/EU iranyelvben rogzitett Uniés harmonizacios
jogszabalyoknak:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

A jelen megfeleldség nyilatkozat vonatkozasaban alkalmazott megfelelé harmonizalt
szabvanyok és/vagy muszaki eléirasok a kovetkezok:

3.(1) a) cikk (Biztonsag) EN 60601-1
EN 50364
3.(1) b) cikk (Elektromagneses EN 60601-1-2
kompatibilitas) EN 301 489-1
EN 301 489-3
3.(2) cikk (Spektrum) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Név (Lumenis GmbH) Datum

Dodi Neavders. (Oiveckor Rad)

Név, igazgatd, Kutatas, fejlesztés Datum

25-Jan-2023

CCP 101649310164934
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Katalégusszam Terméknév Eszkoztipus

GA-1000000GR AcuPulse DUO
GA-2006098GR Lumenis Pulse 30H
GA-1008943GR Lumenis Pulse 50H, INT
GA-1008946GR Lumenis Pulse 50H, DOM
GA-2006378GR Lumenis Pulse 60H, 50Hz
GA-2006379GR Lumenis Pulse 60H, 60Hz
GA-1008942GR Lumenis Pulse 100H INT
GA-1008944GR Lumenis Pulse 100H DOM

CCP 101649310164934
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Vaatimustenmukaisuusvakuutus

Direktiivi 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Vakuutamme omalla vastuullamme, etta seuraavat radiolaitemallit ovat
direktiivin 2014/53/EU asiaankuuluvan unionin harmonisointilainsaadannon mukaisia:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Asiaankuuluvat yhdenmukaistetut standardit ja/tai tekniset eritelmat, joita on
sovellettu tahan vaatimustenmukaisuusvakuutukseen, ovat:

Direktiivi 2014/53/EU Standardit

Artikla 3.1a (Turvallisuus) EN 60601-1
EN 50364
Artikla 3.1b (Elektromagneettinen EN 60601-1-2
yhteensopivuus) EN 301 489-1
EN 301 489-3
Artikla 3.2 (Spektri) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Nimi (Lumenis GmbH) Paivamaara

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

Nimi, johtaja, tutkimus ja kehitys Paivamaara

25-Jan-2023

CCP 101649310164934
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Luettelonumero Tuotteen nimi Laitteen tyyppi

GA-1000000GR AcuPulse DUO System
GA-2006098GR Lumenis Pulse 30H System
GA-1008943GR Lumenis Pulse 50H, INT System
GA-1008946GR Lumenis Pulse 50H, DOM System
GA-2006378GR Lumenis Pulse 60H, 50Hz System
GA-2006379GR Lumenis Pulse 60H, 60Hz System
GA-1008942GR Lumenis Pulse 100H INT System
GA-1008944GR Lumenis Pulse 100H DOM System

CCP 101649310164934
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Deklaracja zgodnosci

Dyrektywa 2014/53/UE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Deklarujemy na nasza wytaczna odpowiedzialnosc, ze nastepujace modele urzadzen
radiowych sg zgodne z odpowiednimi unijnymi przepisami harmonizacyjnymi
dotyczacymi dyrektywy 2014/53/UE:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Odpowiednie normy zharmonizowane i/lub specyfikacje techniczne zastosowane
w zwiazku z niniejsza deklaracja zgodnosci to:

Dyrektywa 2014/53/UE Normy

Artykut 3.1a (Bezpieczenstwo) EN 60601-1
EN 50364
Artykut 3.1b (Kompatybilnosc¢ EN 60601-1-2
elektromagnetyczna) EN 301 489-1
EN 301 489-3
Artykut 3.2 (Widmo) EN 300 330

f,oo,wm'%

(EMEA Technical Manager) 13-Feb-2023

Imie i nazwisko (Lumenis GmbH)

Dodi Neavders. (Oiveckor Rad)

Imie i nazwisko dyrektor ds. badan | rozwoju Data

25-Jan-2023

CCP 101649310164934
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Nazwa produktu

Rodzaj
urzadzenia

Numer
katalogowy
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

CCP 101649310164934
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[eknapauua 3a cCboTBeTCTBME

Anpektuea 2014/53/EC
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

HuWe peknapvpame Ha Hawa AMYHa OTFOBOPHOCT, Y€ CNedHUTE MOAeNn paamMoobopyaBaHe
OTroBapAT Ha CbOTBETHOTO 3aKOHOAATENCTBO Ha Cblo3a 3a XapMOHM3aUMA, NpeaBMKAALLO
AnpekTtmea 2014/53/EC:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

CvoTBEeTHUTE XapMOHU3NPAHM CTaHOapTH U/ UNU TEXHUYECKH CI'IeLlMCbMKaLl,MM, npuaaraHu
BbB BPb3Ka C Ta3n Ae€K1apauMAa 3a CbOTBETCTBUNE, Cal

Avpektuea 2014/53/EC CraHpapTtu

YneH 3.1a (besonacHocT) EN 60601-1
EN 50364
YneH 3.1b (EnektpoMarHuTHa EN 60601-1-2
CbBMECTUMOCT) EN 301 489-1
EN 301 489-3
YneH 3.2 (CneKktbp) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Mme (Lumenis GmbH) Jarta

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

25-Jan-2023
NMme, ampekTop Mo M3CeA0BaTENCKU AEMHOCTU [Jata
U pa3paboTKa

CCP 101649310164934
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KatanoxxeH
Ha3sBaHue Ha npoayKTa

HoMep
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

Bupa Ha
YCTPOMCTBOTO

CCP 101649310164934
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Izjava o sukladnosti

Direktiva 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Izjavljujemo na nasu iskljucivu odgovornost da su sljede¢i modeli radijske opreme
u skladu s relevantnim zakonodavstvom Unije o uskladivanju koje predvida
Direktiva 2014/53/EU:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Relevantni uskladeni standardi i/ili tehnicke specifikacije primijenjene u vezi s ovom
izjavom o sukladnosti su:

Direktiva 2014/53/EU Standardi
Clanak 3.1a (Sigurnost) EN 60601-1
EN 50364
Clanak 3.1b (Elektromagnetska EN 60601-1-2
kompatibilnost) EN 301 489-1
EN 301 489-3
Clanak 3.2 (Spektar) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Ime i prezime (Lumenis GmbH) Datum

Dodi Neavders. (Oiveckor Rad)

25-Jan-2023
Ime i prezime, direktor, Istrazivanje Datum
i razvoj

CCP 101649310164934
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Kataloski

broj (HR)
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

Vrsta uredaja

Naziv proizvoda (HR) GLY)

CCP 101649310164934
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Declaratie de Conformitate

Directiva 2014/53/UE
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Declaram pe propria noastra responsabilitate ca urmatoarele modele de echipamente
radio sunt conforme cu legislatia de armonizare a Uniunii relevante care prevede
Directiva 2014/53/UE:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Standardele si/sau specificatiile tehnice armonizate relevante aplicate in legatura cu
aceasta declaratie de conformitate sunt:

Directiva 2014/53/UE Standardele
Articol 3.1a (Siguranta) EN 60601-1
EN 50364

Articol 3.1b (Compatibilitate EN 60601-1-2
electromagnetica) EN 301 489-1
EN 301 489-3

Articol 3.2 (Spectru) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Nume (Lumenis GmbH)

Dodi Neavders. (Oiveckor Rad)

25-Jan-2023

Nume, Director, Cercetare si Dezvoltare Data

CCP 101649310164934
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Numar de
catalog

GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

Tipul

PEITTE Pee e dispozitivului

CCP 101649310164934
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Uygunluk Beyani

2014/53/AB Direktifi
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Asagidaki telsiz ekipmani modellerinin 2014/53/AB Direktifindeki ilgili Birlik uyum
mevzuatina uygun oldugunu kendi sorumlulugumuz altinda beyan ederiz:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Bu uygunluk beyani ile baglantili olarak uygulanan ilgili uyumlastinlmis standartlar
ve/veya teknik ozellikler sunlardir:

2014/53/AB Direktifi Standartlar

Madde 3.1a (Emniyet) EN 60601-1
EN 50364
Madde 3.1b (Elektromanyetik uyumluluk) | EN 60601-1-2
EN 301 489-1
EN 301 489-3
Madde 3.2 (Spektrum) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

isim (Lumenis GmbH) Tarih

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

isim, Director - midiir, Arastirma ve Gelistirme Tarih

25-Jan-2023

CCP 101649310164934
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Uriin Adr Cihaz Tipi

Katalog

Numarasi
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

CCP 101649310164934
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Izjava o skladnosti

Direktiva 2014/53/EU
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Na naso izklju¢no odgovornost izjavljamo, da so naslednji modeli radijske opreme v
skladu z ustrezno usklajevalno zakonodajo Unije, kot doloca Direktiva 2014/53/EU:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Ustrezni harmonizirani standardi in/ali tehni¢ne specifikacije, ki so uporabljeni v zvezi
s to izjavo o skladnosti, so:

Direktiva 2014/53/EU Standardi
Clanek 3.1a (Varnost) EN 60601-1
EN 50364
Clanek 3.1b (Elektromagnetna EN 60601-1-2
zdruzljivost) EN 301 489-1
EN 301 489-3
Clanek 3.2 (Spekter) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Ime (Lumenis GmbH) Datum

Dodi Neavders. (Oivechor Rad)

25-Jan-2023
Ime, direktor, oddelek za raziskave Datum
in razvoj

CCP 101649310164934
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Ime izdelka

Vrsta
pripomocka

Kataloska
Stevilka

GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

CCP 101649310164934
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Vastavusdeklaratsioon

Direktiiv 2014/53/EL
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Kinnitame oma ainuvastutusel, et jargmised raadioseadmete mudelid vastavad
asjakohastele liidu uhtlustamisdigusaktidele, mis naevad ette direktiivi 2014/53/EL:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Selle vastavusdeklaratsiooniga seoses kohaldatavad asjakohased harmoneeritud
standardid ja/vai tehnilised kirjeldused on jargmised:

Directive 2014/53/EL Standardid

Artikkel 3.1a (Ohutus) EN 60601-1
EN 50364
Artikkel 3.1b (Elektromagnetiline EN 60601-1-2
uhilduvus) EN 301 489-1
EN 301 489-3
Artikkel 3.2 (Spekter) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Nimi (Lumenis GmbH) Kuupaev

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

Nimi, direktor teaduse ja arenduse alal Kuupaev

25-Jan-2023

CCP 101649310164934
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Katalooginumber Toote nimi Seadme tiilip

GA-1000000GR AcuPulse DUO
GA-2006098GR Lumenis Pulse 30H
GA-1008943GR Lumenis Pulse 50H, INT
GA-1008946GR Lumenis Pulse 50H, DOM
GA-2006378GR Lumenis Pulse 60H, 50Hz
GA-2006379GR Lumenis Pulse 60H, 60Hz
GA-1008942GR Lumenis Pulse 100H INT
GA-1008944GR Lumenis Pulse 100H DOM

CCP 101649310164934
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Atbilstibas Deklaracija

Direktiva 2014/53/ES
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Més ar pilnu atbildibu pazinojam, ka sadi radioiekartu modeli atbilst attiecigajiem
Savienibas saskanosanas tiesibu aktiem, kas paredz Direktivu 2014/53/ES:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Attiecigie saskanotie standarti un/vai tehniskas specifikacijas, ko pieméro saistiba ar so
atbilstibas deklaraciju, ir:

Direktiva 2014/53/ES Standarti

3.1.a punkts (Drosiba) EN 60601-1
EN 50364
3.1.b punkts (Elektromagnétiska EN 60601-1-2
saderiba) EN 301 489-1
EN 301 489-3
3.2. punkts (Spektrs) EN 300 330

[J)o«,_/%«%»'%

(EMEA Technical Manager) 13-Feb-2023

Vards (Lumenis GmbH) Datums

Dudi \p-ezm\c,\/\ (’Diwec)m\r Q_,,/D

Vards, direktors, izpéte un attistiba Datums

25-Jan-2023

CCP 101649310164934
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Kataloga numurs lerices veids

Izstradajuma

nosaukums
GA-1000000GR | AcuPulse DUO
GA-2006098GR Lumenis Pulse 30H
GA-1008943GR Lumenis Pulse 50H, INT
GA-1008946GR Lumenis Pulse 50H, DOM
GA-2006378GR Lumenis Pulse 60H, 50Hz
GA-2006379GR Lumenis Pulse 60H, 60Hz
GA-1008942GR Lumenis Pulse 100H INT
GA-1008944GR Lumenis Pulse 100H DOM

CCP 101649310164934
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Atitikties Deklaracija

Direktyva 2014/53/ES
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Prisiimdami visiSka atsakomybe patvirtiname, kad nurodyti radijo rysio jranginiy
modeliai atitinka atitinkamus Sajungos derinimo teisés aktus, nurodytus
Direktyvoje 2014/53/ES:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Su Sia atitikties deklaracija taikomi atitinkami darnieji standartai ir (arba) techninés
specifikacijos:

Direktyva 2014/53/ES Standartai

Straipsnis 3.1a (Sauga) EN 60601-1
EN 50364
Straipsnis 3.1b (Elektromagnetinis EN 60601-1-2
suderinamumas) EN 301 489-1
EN 301 489-3
Straipsnis 3.2 (Spektras) EN 300 330

J?)OL_W.M

(EMEA Technical Manager) 13-Feb-2023

Vardas ir pavardé (Lumenis GmbH)

Dudi \D—ezm\c,\A (’Diwec)m\r Q_,,/D

25-Jan-2023
Vardas ir pavardé, direktorius (-&), moksliniai Data
tyrimai ir plétra

CCP 101649310164934
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Gaminio pavadinimas Prietaiso tipas

Katalogo

numeris
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT
GA-1008944GR | Lumenis Pulse 100H DOM

CCP 101649310164934
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Samramisyfirlysing
Tilskipun 2014/53/ESB
DoC-1016494

Lumenis (Germany) GmbH
Heinrich-Hertz-Strasse 3
D-63303 Dreieich-Dreieichenhain, Germany

Vid lysum pvi yfir & okkar eigin abyrgd ad eftirfarandi gerdir af fjarskiptabinadi eru
i samraemi vid videigandi samhaefingarloggjof Sambandsins sem kvedur a um
tilskipun 2014/53/ESB:

AcuPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)

Lumenis Pulse 30H (LT-LFS03-SYS-09)

Videigandi samhaefdir stadlar og/eda taekniforskriftir sem notadar eru i tengslum vid
bessa samramisyfirlysingu eru:

Gr 3.1a (Oryggi) EN 60601-1
EN 50364

Gr 3.1b (Rafsegulsamhaefni) EN 60601-1-2
EN 301 489-1
EN 301 489-3
Gr 3.2 (Litrof) EN 300 330

ffn_mﬂ.%

(EMEA Technical Manager) 13-Feb-2023

Nafn (Lumenis GmbH) Dagsetning

Dodi Neavders. (Oiveckor Rad)

Nafn, leikstjori, rannsoknir og préun Dagsetning

25-Jan-2023
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QLumenis

Vorulista- .. - Tegund
. Voruheiti .
Numer bunadar
GA-1000000GR | AcuPulse DUO
GA-2006098GR | Lumenis Pulse 30H
GA-1008943GR | Lumenis Pulse 50H, INT
GA-1008946GR | Lumenis Pulse 50H, DOM
GA-2006378GR | Lumenis Pulse 60H, 50Hz
GA-2006379GR | Lumenis Pulse 60H, 60Hz
GA-1008942GR | Lumenis Pulse 100H INT

GA-1008944GR | Lumenis Pulse 100H DOM
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