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Lumenis Pulse 120H

Radio Equipment Directive 2014/53/EU Declaration - Ltd

1. Certificate Details

Test Article(s) Lumenis Pulse 120H

Applicable Standard(s) Radio Equipment Directive 2014/53/EU
Certificate Issue Date 30 May 2022

Certificate Number 1015589

2. Reference Documents

Enovia Document Number Document Description

NA NA

3. Revision History

Revision Reason of Change
A Initiation Release.
B o Updated RED DoC for RFID and cellular modem, as

per the RED file
e Added EU member state translations to the DoC

ev. . - ective Date: August
|L009004 Rev. C ECO: CO-1000309 Effective Date: A 2017
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QLumenis

Declaration of Conformity

Directive 2014/53/EU
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, israel

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:

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

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

Directive 2014/53/EU Standands
Article 3.1a (Safety) EN 60601-1

EN 50364

EN 62311
Article 3.1b (EMC) EN 60601-1-2
EN 301 489-1
EN 301 489-3
EN 301 489-52
Article 3.2 {Spectrum) EN 300 330

D(}M 0 w&qlqm. C_D weckor inmﬂ Q_‘}l Ma\;':l()él&

Name, VP, Regulatory Affairs and Quality Date
Slghl‘\& for Ve

Declaration Validity Date

_Du;l; D.QLV\\L\& (Ot ceckoy D-\D) 370\}1014(‘2,09&

Name, VP, Research & Development I'" Date

gian‘mc) [os VP

Declaration Validity Date
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D
he

GA-0006900

QLumenis

Lumenis Pulse 120H, INT 1PH

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 1204, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006302

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015588_B
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QLumenis

Konformitatserklarung

Richtlinie 2014/53/EU
DoC-1015589

Lumenis Ltd.,

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Hiermit erkldren wir in alleiniger Verantwortung, dass die folgenden
Funkanlagenmodelle und Zubehérteile der Richtlinie 2014/53/EU Uiber die
Harmonisierung der Rechtsvorschriften der Mitgliedstaaten entsprechen:

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

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

Richtlinie 2014/53/EU
Artikel 3.1a (Sicherheit)

Normen
EN 60601-1
EN 50364
EN 62311

Artikel 3.1b (Elektromagnetische
Vertraglichkeit)

EN 60601-1-2
EN 301 489-1
EN 301 489-3
EN 301 48%-52

Artikel 3.2 (Spektrum)

EN 300 330

Deen ' Gablogar, (Diceckor Q)

Name, VP, Regulatorische Angelegenheiten

und Qualitdt
Signiny  for VP

Dol Depateit (Otccor L)

Datum

Giiltigkeitsdatum der Erklarung

Zo| May (0098

Name, VP, Forschung & Entwicklung

Bn‘an‘. I\a -Ecw \JkP

\ Datum

Giiltigkeitsdatum der Erklarung

CCP 1015589_B
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Bestell-Nr.
GA-0006900

QLumenis

Produktname

Lumenis Pulse 120H, INT 1PH

Geratetyp

System

GA-0006800

Lumenis Pulse 120H, DOM 1PH

System

GA-0008800

Lumenis Pulse 120H, INT 3PH

System

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

System

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

System

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

System

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

System

GA-0008700

Lumenls Pulse 120H, INT 1PH 32A

System

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

System

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

System

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

System

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

System

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

System

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

System

GA-0006802

Lumenis Pulse 120H, MQSES 2.0 (DOM)

System

CCP 1015588_B
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QLumenis

Déclaration de Conformité

Directive 2014/53/UE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

Les normes harmonisées et/ou les speécifications 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
EN 62311

Article 3.1b (Compatibilité EN 60601-1-2
électromagnétique) EN 301 489-1
EN 301 489-3
EN 301 489-52

Article 3.2 (Spectre) EN 300 330

,Dcnn D' Gﬂoq‘w&\ Cﬂ_lrecbf &Hf(m) ,Qzllﬂcw,lgbﬁﬁ

~ Nom, VP, Affaires réglementaires et Qualité ‘Date

Signrgy o UP

Date de validité de la
déclaration

Leomcrs (Dol DuD) bt/ 000

Nom, VP, Recherche et Développement Date

:aiar\\o(') joJ \JJ\)

Date de validité de la
déclaration

CCP 1015589_B
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Réference
catalogue
GA-0006900

QLumenis

Nom du produit

Lumenis Pulse 120H, INT 1PH

Type de
dispositif
System

GA-0006800

Lumenis Pulse 120H, DOM 1PH

System

GA-0008800

Lumenis Pulse 120H, INT 3PH

System

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

System

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

System

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

System

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

System

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

System

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

System

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

System

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

System

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

System

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

System

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

System

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

System

CCP 1016589_B
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QLumenis

Declaracion De Conformidad

Directiva 2014/53/UE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

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

EN 62311
Articule 3,1b (Compatibilidad EN 60601-1-2
electromagnética) EN 301 489-1
EN 301 489-3
EN 301 489-52
Articulo 3.2 {Espectro) EN 300 330

Deen 0 Calloglan (Deector arfen) 2301y 2022

Nombre, VP, Asuntod Regulatorios y de Calidad’ Fecha

Sighing  for 12

Fecha de validez de la
declaracion

Ol Qogirc (Dicedur 0.0) oMoy 1ot

Nombre, VP, Investigacion y Desarrollo Fecha

'J?é\!\\lj \;or JJ?

Fecha de validez de la
declaracion

CCP 1015589_B
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Numero de
catalogo
GA-0006900

QLumenis

Nombre del producto

Lumenils Pulse 120H, INT 1PH

Tipo de
dispositivo

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 12CH, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-20099%6

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 10155689_B
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QLumenis

Dichiarazione di Conformita

Direttiva 2014/53/UE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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:

Lumenis Pulse 120H (LT-LF503-SYS-05, LM940)

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

Articolo 3.1a (Sicurezza) EN 60601-1
EN 50364
EN 62311
Articolo 3.1b {(Compatibilita EN 60601-1-2
elettromagnetica) EN 301 489-1
EN 301 489-3
EN 301 489-52
Articolo 3.2 (Spettro) EN 300 330

,_Oar\ D‘ Gbuﬁq Imﬁ Lol(ecl:or G\H}ﬂﬂ) a9 )”1&7 LQC)QQ

Nome, VP, Affard regolatori e Qualita Data
97‘3"1”’}3 Por NP

Data di entrata in vigore della
dichiarazione

Do di Qun:oﬁ ( Direste: 8« D) 5@]11‘\1 )109&

Nome, VP, Ricerca e Sviluppo Data

J‘lar\‘\ ™y g—o« \[P

Data di entrata in vigore della
dichiarazione

CCP 1015589_B
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Numero di
catalogo
GA-0006900

QLumenis

Nome del prodotto

Lumenis Pulse 120H, INT 1PH

Tipo di
dispositivo

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1FH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015589_B
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QLumenis

CE-Conformiteitsverklaring

Richtlijn 2014/53/EU
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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:

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

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

EN 62311
Artikel 3.1b (Elektromagnetische EN 60601-1-2
compabiliteit) EN 301 489-1
EN 301 489-3
EN 301 489-52
Artikel 3.2 (Spectrum) EN 300 330

(Dfm Ol G;,Uayi,a\ (,Du(ec&vf Gﬂlﬂ.ﬁ) ,Q_’_*,J Mau, IQD,QQ

Naam, VP, Regelgevende Zaken en Kwaliteit Datum

9?((914!‘1:) Por Vg

Geldigheidsdatum verklaring

OJ -Ll QL’U\\\LV\\ (DI(PQLDV R-D) 32\ Mgg‘ k Q009
Naam, VP, Onderzoek & Ontwikkeling Datum

?b‘\g;x‘m:) fov \f())

Geldigheidsdatum verklaring

CCP 1015589_B
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Catalogus-
nummer
GA-0006900

Productnaam

Lumenis Pulse 120H, INT 1PH

Type
Hulpmiddel

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DCM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006300CN

Lumenis Pulse 120H, 1PH, China

RG-0006300

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015588_B
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QLumenis

Declaracdo de Conformidade

Diretiva 2014/53/UE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Declaramos sob nossa unica responsabilidade que os seguintes modelos de equipamentos
de radio e acessorios estdao em conformidade com a legislagao de harmonizagéo
relevante da Unido Europeia na Diretiva 2014/53/UE:

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

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

Diretiva 2014/53/UE Normas
Artigo n.° 3.1a (Seguranga) EN 60601-1

EN 50364

EN 62311
Artigo n.° 3.1b (Compatibilidade EN 60601-1-2
eletromagnética) EN 301 4891
EN 301 489-3
- EN 301 489-52
Artigo n.® 3.2 (Espectro) EN 300 330

Do 0 Gllsghar (vecor Gfon) 23] Mo [9092

Nome, VP, Aséuntos Regulamentares e " Data
Qualidade

Signey for VP

Data de validade da declaracao

O\JA.'I 04_7(\\\(.\& LD‘\(‘QC.LM- Qe D) BOl}‘{M \201.?—

Nome, VP, Investigacao e Desenvolvimento " Data

étan\ncj for \’Q

Data de validade da declaracéo

CCP 1016589 _B
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Referéncia

GA-0006900

QLumenis

Nome do produto

Lumenis Pulse 120H, INT 1PH

Tipo de
dispositivo
System

GA-0006800

Lumenis Pulse 120H, DOM 1PH

System

GA-0008800

Lumenis Pulse 120H, INT 3PH

System

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

System

RG-0006801

Lumenls Pulse 120H, DOM 1PH with Moses, Refurbished

System

GA-2003477

Lumenis Puise 120H, INT 1PH No Suction

System

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

System

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

System

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

System

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

System

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

System

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

System

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

System

GA-0006502

Lumenis Pulse 120H, MOSES 2.0 {INT)

System

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

System

CCP 1015589_B
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QLumenis

AHAQYH YMMOPO®QZHX

03nyia 2014/53/EE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

ANADVOULE PE amOKAEICTIKT pag euBUvn 6Tt Ta mapakdtw povieAa padloe€omAiopod
slval o€ CUPHGPEWON HE TN OXETIKI EVWOLAKY vopoBeoia evappoviong mou opiletal oTny
Odnyia 2014/53/EE:

Lumenis Pulse 120H (LT-LFS03-5Y5-05, LM940)

TA OXETIKE EVAPHOVIOPEVA TIPOTUTIT )/ KAl O TEXVIKESG TIPOSIaYPAPES TIOU EXOUY
£QUPOOTEL 08 oxEon Pe Ty Tiapoloa SrAwon cupHopYwong elval:

ApBpo 3.1a (Acpaheia) EN 60601-1

EN 50364

EN 62311
ApBpo 3.1b (HAekTpopayvnTiki EN 60601-1-2
cupBaroétnta) EN 301 489-1
EN 301 489-3
EN 301 489-52
ApBpo 3.2 (Pdopa) EN 300 330

,_Dcu\ (J Cﬁuﬁylﬁﬁ (ﬂﬂe_(.tor C}h)ﬂﬁ) ,Q_'b] Moy ’QDJZ 2

‘Ovopa, AvTITpOESPOoS, KavovioTIKEG YITOBECEL Huepounvia
kal Nowdtnta

Sighiny  for VP

Hpepopnvia 1oxvog SiAwong

@MMJ_QL 2| Moyl 2090

‘Ovopa, Avtimpdedpog, ‘Epsuva xal Avantuén HuEpopnvia

,i)\\a;\"\‘\‘) J;‘Olf Jp

~ Hugpopnvia 1oxtog SHAweng

CCP 1015589_B
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Ap18uoc
KataAoyou
GA-0006900

QLumenis

‘Ovopd TpoiovTog

Lumenis Pulse 120H, INT 1PH

Tomog
OUCKEUNG

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-00068900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Puise 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Puise 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015589_B
Page 17 of 51




QLumenis

Samsvarserklaering

Direktiv 2014/53/EU
DoC-1015589

Lumenis Ltd,

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

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

Direktiv 2014/53/EU Standardene
Artikkel 3.1a (Sikkerhet) EN 60601-1
EN 50364
EN 62311
Artikkel 3.1b (Elektromagnetisk EN 60601-1-2
kompabilitet) EN 301 489-1
EN 301 489-3
EN 301 489-52
Artikkel 3.2 (Spektrum) EN 300 330

Dan O Moy i ( Diceckor QHlIR) 23] hey J2022

Navn, VP, regulatoriske forhold og kvalitet ’ Dato

Siguny Poc WP

Dodi Densol (Dicector fub)

Gyldighetsdato for erklasring

2] Moy | 2029

Navn, VP, forskning og utvikling

b'aniay

| Dato

Gyldighetsdato for erkleering

CCP 1015589 _B
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dlalOg

GA-0006900

Lumenis

Lumenis Pulse 120H, INT 1PH

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Puise 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A o

GA-0006S00CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 12CH, INT, 1PH, Refurbished

RG-0008800

Lumenls Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (iNT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015588_B
Page 19 of 51




|

U

Lumenis

Overensstemmelseserklaering

Direktiv 2014/53/EU
DoC-1015589

Lumenis Ltd.
Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM340)

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

Direktiv. 2014/53/EU Standarder
Artikel 3.1a (Sikkerhed) EN 60601-1
EN 50364
EN 62311
Artikel 3.1b (Elektromagnetisk EN 60601-1-2
kompatibilitet) EN 301 489-1
EN 301 489-3
EN 301 489-52
Artikel 3.2 (Spektrum) EN 300 330

_Dcm 0 Gallogben ( Diseckoe O lan)

Navn, vicedirektar, retsforskrifter og kvalitet

Sighmb for N1

93| Moy 12022

Dato

Erkleeringens
ikrafttraedelsesdato

‘ teeeley Do) 2o [ Mo | B0

Navn, vicedirekter, forskning og udvikling | Dato

’gi‘arﬁl\a {ov \fp

Erkleeringens
ikrafttraedelsesdato

CCP 1015588_B
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Katalognummer

GA-0006900

QLumenis

Produktnavn

| Lumenis Pulse 120H, INT 1PH

Enhedstype

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006500

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MQOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015589_B
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QLumenis

Forsikran om overensstammelse

Direktiv 2014/53/EU
DoC-1015589

Lumenis Ltd,

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

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

Artikel 3.1a (Sakerhet) EN 60601-1
EN 50364

EN 62311
Artikel 3.1b (Elektromagnetisk EN 60601-1-2
kompabilitet) EN 301 489-1
EN 301 489-3
EN 301 489-52
Artikel 3.2 (Spektrum) EN 300 330

Dun () G;ﬂmﬂaa Cﬂxrecl?or Clﬁlfm) 9_3)“&7 j.QDQQ

Namn, VP for regleringsfragor och kvalitet Datum

Sugny hr 0P

Giltighetsdatum for forsakran

Ducl; | (Direo&ov QnD) 30()"’“4 ,{{Qol)!l

Namn, VP for forskning och utveckling I Datum

b‘an‘ma ien( P

Giltighetsdatum for forsakran

CCP 1015589_B
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Katalognummer

GA-0006900

QLumenis

Produktnamn

Lumenis Pulse 120H, INT 1PH

Enhetstyp

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Puise 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015589_8B
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QLumenis

Vyhlasenie o Zhode

Smernica 2014/53/EU
DoC-1015589

Lumenis Ltd,

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Vyhlasujeme na svoju vlastnu zodpo\rednost Ze nasledujlice modely radiovych zariadeni
st v stlade s pnslusnym harmonizacnymi pravnymi predpismi Unie
v smernici 2014/53/€U:

Lumenis Pulse 120H (LT-LF503-5YS-05, LM940)

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

lanku 3.1a (Bezpetnost') EN 60601-1
EN 50364
EN 62311
Clanku 3.1b (Elektromagneticka EN 60601-1-2
kompatibilita) EN 301 489-1
EN 301 489-3
EN 301 489-52
Clanku 3.2 (Spektrum) EN 300 330

Do 0 Gllogben( Direcr 0altt)  23)Mu [2092

Meno, VP, regulécné zaleZitosti a kvalita " Datum

53“».5 Far UP

Datum platnosti vyhlasenia

Duds Dﬂuu\/\ (Omeciof QOJ 30(}4“1 (QDZL

Meno, VP, vyskum a vyvoj [ Datum

éu amf\ a CO( \f@

Datum platnosti vyhlasenia

CCP 1015589_8
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Katalogove
cislo
GA-0006900

QLumenis

Nazov produktu

tumenis Pulse 120H, INT 1PH

Typ pomocky

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-00063800

Lumenis Pulse 120K, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 {DOM)

CCP 1015589_B
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QLumenis

Prohlaseni o Shodé

Smérnice 2014/53/EU
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, israel

Na vlastni odpovédnost prohladujeme, Ze nésledujici model(y) radiofrekvencnich
zafizeni jsou v souladu s pfislusnymi harmoniza¢nimi pravnimi predpisy Unie, jak uvadi
Smérnice 2014/53/EU:

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

PFislusné harmonizované normy a/nebo technické poZadavky, které byly pouZity
v souvislosti s timto prohlasenim o shodé, jsou:

lanku 3.1a (Bezpecnost) EN 60601-1

EN 50364
EN 62311

lanku 3.1b (Elektromagneticka EN 60601-1-2
kompatibilita) EN 301 489-1
EN 301 489-3
EN 301 489-52
Clanku 3.2 (Spektrum) EN 300 330

Do 0 Gllagbon (heecsr Bjen) 22| May]2002

Jméno, VP, Regulaéni zaleZitosti a kvalita "Datum

Sigmey  for VT

Datum platnosti prohlaseni

ﬁDuli Ql,zm'c_lf\ (Qre’clof Qn O) %a\uml?.az.z,

Jméno, VP, Vyzkum a vyvoj I Datum

J.'ah‘.ca fov VP

Datum platnosti prohlaseni

CCP 1015589_B
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GA-0006900

QLumenis

Lumenis Pulse 120H, INT 1PH

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006300CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015589_B
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QLumenis

Megfeleléségi nyilatkozat

2014/53/EU iranyelv
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Teljes feleldsséggel kijelentjilk, hogy az itt felsorolt radiokesziilékek megfelelnek a
rajuk vonatkozo, a 2014/53/EU iranyelvben rigzitett Unids harmonizacios
jogszabalyoknak:

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

A jelen megfeleléség nyilatkozat vonatkozasaban alkalmazott megfeleld harmonizalt
szabvanyok és/vagy muiszaki eléirasok a kovetkezdk:

2014/53/EU iranyelv Szabvanyok

3.(1) a) cikk (Biztonsag) EN 60601-1
EN 50364
EN 62311

3.(1) b) cikk (Elektromagneses EN 60601-1-2
kompatibilitas) EN 301 489-1
EN 301 489-3
EN 301 489-52

3.(2) cikk (Spektrum) EN 300 330

,Dcm lecﬂoﬂ»m Cﬂr&bﬂ Q“’ﬂﬁ) 23 )Mﬂ»{ 120,92

Név, lgyv. ig./Szabalyozdi ligyek és Datum
Mindségellendrzés

Gigning e VP

Nyilatkozat érvényességi
datuma

[)dcb la!ln.c,b( (D\Pe.c/Lw QD) %U"H [ 2022

Név, ligyv. ig., Kutatds, fejlesztés I Datum

\amf\() Qow UP

Nyilatkozat érvényességi
datuma

CCP 1015589_B
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Katalégusszam

GA-0006500

QLumenis

Terméknév

Lumenis Pulse 120H, INT 1PH

Eszkoztipus

System

GA-0006800

Lumenis Pulse 120H, DOM 1PH

System

GA-0008800

Lumenis Pulse 120H, INT 3PH

System

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

System

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

System

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

System

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

System

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

System

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

System

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

System

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

System

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

System

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

System

GA-0006502

Lumenis Pulse 120H, MOSES 2.0 {INT)

System

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 {DOM)

System

CCP 1015589_B
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QLumenis

Vaatimustenmukaisuusvakuutus

Direktiivi 2014/53/EU
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

Asiaankuuluvat yhdenmukaistetut standardit ja/tai tekniset eritelmét, joita on
sovellettu tahdn vaatimustenmukaisuusvakuutukseen, ovat:

Direktiivi 2014/53/EU Standardit
Artikla 3.1a (Turvallisuus) EN 60601-1
EN 50364

EN 62311
Artikla 3.1b (Elektromagneettinen EN 60601-1-2
yhteensopivuus) EN 301 489-1
EN 301 489-3
EN 301 489-52
Artikla 3.2 (Spektri) EN 300 330

DCM D‘G»Uazfl,w, C,Dlred}” &V}, ﬂpf) ,23, Heay 1.909’.9\

Nimi, VP, sadntelyasiat ja laatu Paivamaara

Signny e VP

Vakuutuksen voimaantulopdiva

Oudi [lizaick (Qiceclor A.p) 20| Moy / 2022

Nimi, VP, tutkimus ja kehitys Ipaivamaara

9 ia\l\'\f‘a Cor \j’e

Vakuutuksen voimaantulopaiva

CCP 1015589 _B
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Luettelonumero

GA-0006500

QLumenis

Tuotteen nimi

Lumenis Pulse 120H, INT 1PH

Laitteen tyyppi

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Puise 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006500

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009956

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 {DOM)

CCP 1015589_B
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QLumenis

Deklaracja zgodnosci

Dyrektywa 2014/53/UE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

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
EN 62311
Artykut 3.1b (Kompatybilnos¢ EN 60601-1-2
elektromagnetyczna) EN 301 489-1
EN 301 489-3
EN 301 489-52
Artykut 3.2 (Widmo) EN 300 330

,Dou\ O Glleyho Lﬁm&f QthLH) 23| Moy 1[029\

Imie i nazwisko wicepfezesa ds. regulacyjnych "Data
i kontroli jakosci

Signing e VP

Data waznosci deklaracji

Dudi Deznse K Divethos QD) 4o [ My !zo.u

Imie i nazwisko wiceprezesa ds. badan [ Data
| rozwoju

Jb ;af\\l‘a AP Ulp

Data waznosci deklaracji

CCP 1015588_B
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Numer
katalogowy
GA-0006900

QLumenis

Nazwa produktu

Lumenis Pulse 120H, INT 1PH

Rodzaj
urzadzenia

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Puise 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015582_B
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QLumenis

Hexknapauunsa 3a CbOTBETCTBUE

Aupektrea 2014/53/EC
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Hue fexknapvpame Ha Halwa M4Ha OTFOBOPHOCT, Ye CNefHMTe MofeNM paguoobopyasane
OTroBapAT Ha CbOTBETHOTO 3aKOHOAATENCTBO Ha Cbio3a 3a XapMOHM3aUMA, NpeasrKaaLLo
Auvpektvea 2014/53/EC:

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

CBbOTBETHUTE XapMOHU3WMPaHW CTaHAapTH /MM TEXHHUYECKH CI'IELMCIJHKB.L[HH, npunaraH
BBbB BDb3Ka C Tasu AEK/iapalMAa 3a CbOTBETCTBME, Ca.

AupekTusa 2014/53/EC CraHpapTu

YneH 3.1a (Be3sonacHocT) EN 60601-1
EN 50364

EN 62311
YneH 3.1b (EnekTpoMarHuTHa EN 60601-1-2
CbBMECTMMOCT) EN 301 489-1
EN 301 489-3
EN 301 489-52
Ynet 3.2 (CnekTbp) EN 300 330

D0 Gllagben (Pector bnjtn) 23] Mey 2092

ViMe, BULENPE3UAEHT No perysiaTopHu Jara
NEMHOCTH U Ka4eCTBO

Sy R VW

JlaTa Ha BanMAHOCT Ha
Jexnapauuara

Dudi (ezai & (D;rp(}o.f Qﬂ) 2ol Moy [ 2022

Mme, BuuenpesnaeHT no M3cne0BaTeNCKK { Jara
LEMHOCTU M pa3paboTka

516&&\3 QN \}\D Jlata Ha Ba/MAHOCT Ha

AeKnapauuAaTa

CCP 1015588_8B
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GA-0006500

QLumenis

Lumenis Pulse 120H, INT 1PH

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenils Puise 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006800

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)

CCP 1015589_8B
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QLumenis

Izjava o sukladnosti

Direktiva 2014/53/EU
DoC-1015589

Lumenis Ltd.
Yokneam Industrial Park
Hakidma Street 6,

Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-5Y5-05, LM940)

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

Direktiva 2014/53/EU Standardi

lanak 3.1a (Sigurnost) EN 60601-1
EN 50364
EN 62311
lanak 3.1b (Elektromagnetska EN 60601-1-2
kompatibilnost) EN 301 489-1
EN 301 489-3
EN 301 489-52
Clanak 3.2 (Spektar) EN 300 330

p&h O Mﬁﬂm (ﬂredbf QW’M) ,‘23) Maw ,.QD‘QQ\

Ime 1 prezime, pOtp!’EdS]ednlk Regulatorni Datum
poslovi i kvaliteta

Signing Ao VP

Datum valjanosti izjave

D 1 Do (Dicecdor ) 3o\ M oy

“me i prezime, potpreds;edmk IstraZivanje Datum
i razvoj

%‘\év\\ﬁé \}\D

Datum valjanosti izjave
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Kataloski
broj (HR)
GA-0006900

QLumenis

Naziv proizvoda (HR)

Lumenis Pulse 120H, INT 1PH

Vrsta uredaja
(HR)

GA-0006800

Lumenis Puise 120H, DOM 1PH

GA-0008800

Lumenis Puise 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006800CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Puise 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006502

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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QLumenis

Declaratie de Conformitate

Directiva 2014/53/UE
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Declardm 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:

Lumenis Pulse 120H {LT-LFS03-5YS-05, LM940)

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

Directiva 2014/53/UE Standardele

Articol 3.1a (Sigurantd) EN 60601-1
EN 50364

EN 62311
Articol 3.1b {Compatibilitate EN 60601-1-2
electromagnetica) EN 301 486-1
EN 301 489-3
EN 301 489-52
Articol 3.2 (Spectru) EN 300 330

LOan O@ﬂayiaa(ﬂmedorﬂhlﬂ@ Q)]“wlﬂom

Nume, VP, Afaceri de regleméntare si Calitate Data

Sy e VF

Data de valabilitate a declaratiei

Duli Deznix (Diecl 0.0) el Mey (20

Nume, VP, Cercetare si Dezvoltare Data

z@m\é Coan VP

Data de valabilitate a declaratiei
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Numar de
catalog
GA-0006900

QLumenis

Denumire produs

Lumenis Pulse 120H, INT 1PH

Tipul
dispozitivului

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenls Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Puise 120H, DOM 1PH No suction

GA-0008700

Lumenis Puise 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Puise 120H, MOSES 2.0 (INT}

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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QLumenis

Uygunluk Beyani

2014/53/AB Direktifi
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

Bu uygunluk beyam ile baglantili olarak uygulanan ilgili uyumlagtinilmig standartlar
ve/veya teknik ozellikler sunlardir:

2014/53/AB Direktifi Standartlar
Madde 3.1a (Emniyet) EN 60601-1
EN 50364

EN 62311
Madde 3.1b (Elektromanyetik uyumluluk) | EN 60601-1-2
EN 301 489-1
EN 301 489-3
EN 301 489-52
Madde 3.2 (Spektrum) EN 300 330

Qcm O Céu“?lwﬁﬁ [ﬂlfed\er G)Pr’(lﬂ) 2}] ﬁ&ﬂ?_oﬂo\

Isim, Vice President - Baskan Yardimcisi, Tarih
Ruhsatlandirma ve Kalite

Slghmﬂ for \JP

Beyanin Gegerlilik Tarihi

Ouc[{ D.IZm‘f.k (Of(‘?c,w Q.D) 50{—'““—4 /20.22.

[sim, Vice President - Bagkan Yardimcist, I Tarih
Arastirma ve Gelistirme

3t6v§ra Qo pr

Beyanin Gegerlilik Tarihi
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GA-0006900

Lumenis Pulse 120H, INT 1PH

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DPOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006502

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 1204, MOSES 2.0 (DOM)
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QLumenis

Izjava o skladnosti

Direktiva 2014/53/EU
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940) '

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

Direktiva 2014/53/EU Standardi
lanek 3.1a (Varnost) EN 60601-1
EN 50364
EN 62311
Clanek 3.1b (Elektromagnetna EN 60601-1-2
zdruzljivost) EN 301 489-1 \
EN 301 489-3 ;
EN 301 489-52 :
Clanek 3.2 (Spekter) EN 300 330

D 0 Glloglay (Drechr phILR) 23 | Moaora

Ime, podpredsednik, oddelek za regulativne Datum
zadeve in kakovost

Stgvnt:ﬁ for VP

Datum veljavnosti izjave

OU(L' fﬂezm‘c K (01‘(?(»(0{ g_ﬂ) ’%D//VM /202-3-

Ime, podpredsednik, oddelek za raziskave | Datum
in razyvoj

W \rk/
%jdxo Y

Datum veljavnosti izjave
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Kataloska
stevilka
GA-0006900

QLumenis

Ime izdelka
Lumenis Puise 120H, INT 1PH

Vrsta
pripomocka

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006500CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Puise 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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QLumenis

Vastavusdeklaratsioon

Direktiiv 2014/53/EL
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

Lumenis Pulse 120H (LT-LFS03-5YS-05, LM940)

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

Directive 2014/53/EL Standardid
Artikkel 3.1a (Ohutus) EN 60601-1
EN 50364
EN 62311

Artikkel 3.1b (Elektromagnetiline EN 60601-1-2
thilduvus) EN 301 489-1
EN 301 489-3
EN 301 489-52

Artikkel 3.2 (Spekter) EN 300 330

Dah C)‘ @Jlﬂ'ﬂtyﬁh(plﬁ?_(_bf Dﬂ!ﬂﬂ) 7_5\ Mw )ZDQ‘L

Nimi, asepresident regulatiivkilsimuste ja Kuupdev
kvaliteedi alal

Signmy e Vf

Deklaratsiooni kehtivuskuupaev

Dk le}c,\( (Olhﬂ’/‘zof QO) &lﬂw/dozL

Nimi, asepresident teaduse ja arenduse alal I Kuupdev

N VAL Qo\r‘ J
" ¥

Deklaratsiooni kehtivuskuupaev
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Katalooginumber |

GA-0006900

QLumenis

Toote nimi

Lumenis Pulse 120H, INT 1PH

1
| Seadme tiiiip
e

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Puise 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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QLumenis

Atbilstibas Deklaracija

Direktiva 2014/53/ES
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Més ar pilnu atbildibu pazinojam, ka $adi radioiekartu modeli atbilst attiecigajiem
Savienibas saskanoSanas tiestbu aktiem, kas paredz Direktivu 2014/53/ES:

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

AttiecTgie saskanotie standarti un/vai tehniskas specifikacijas, ko pieméro saistiba ar o
atbilstihas deklaraciju, ir:

Direktiva 2014/53/ES Standarti
3.1.a punkts (Drosiba) EN 60601-1

EN 50364

EN 62311
3.1.b punkts (Elektromagnetiska EN 60601-1-2
saderiba) EN 301 489-1
EN 301 489-3
EN 301 489-52
3.2. punkts (Spektrs) EN 300 330

‘D(Zm O Glloylin (Dlrec}or GHJM) Q.Z',) Mbylwﬂl

Vards, viceprezidents, regulativie jautajumi Datums
un kvalitate

Sy for VP

Deklaracijas spéka stasanas
datums

Dodi Deani (Directs. !QDZ 3',1}1“1!30@

Vards, viceprezidents, izpéte un attistiba Datums

éldnif(\) Lor JR

Deklaracijas speka stasanas
datums
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Izstradajuma
nosaukums
GA-0006900

QLumenis

Kataloga numurs

Lumenis Pulse 120H, INT 1PH

lerices veids

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006500CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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QLumenis

Atitikties Deklaracija

Direktyva 2014/53/ES
DoC-1015589

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street &,
Yokneam 2069204, Israel

Pristimdami visitka atsakomybe patvirtiname, kad nurodyti radijo rySio franginiy
modeliai atitinka atitinkamus Sajungos derinimo teisés aktus, nurodytus
Direktyvoje 2014/53/ES:

Lumenis Pulse 120H (LT-LFS03-SY5-05, LM340)

Su ¥ia atitikties deklaracija taikomi atitinkami darnieji standartai ir (arba) technines
specifikacijos:

Direktyva 2014/53/ES Standartai

Straipsnis 3.1a (Sauga) EN 60601-1
EN 50364

EN 62311
Straipsnis 3.1b (Elektromagnetinis EN 60601-1-2
suderinamumas) EN 301 489-1
EN 301 489-3
EN 301 489-52
| Straipsnis 3.2 (Spektras) EN 300 330

DM 0 GZ’”"VLC-H (OIFQC,I.‘Of &IQJIUD ‘L}lﬁtu\,]aow,

Vardas ir pavardé, wcepre21dentas (-¢}), Data
Reglamentavimo reikalai ir kokybe

Sigany  for VP

Deklaracijos galiojimo data

D Deanicle [Diceelos D) gel oy logar

“ "Vardas ir pavarde, wceprezidentas -&), Data
moksliniai t<r1ma1 ir plétra

é &Nr\

Deklaracijos galiojimo data
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Katalogo
numeris
GA-0006200

QLumenis

Gaminio pavadinimas

Lumenis Pulse 120H, INT 1PH

Prietaiso tipas

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120K, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 {INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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QLumenis

Samramisyfirlysing
Tilskipun 2014/53/ESB
DoC-1015589

Lumenis Ltd.
Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Vit lysum pvi yfir 4 okkar eigin abyrgd ad eftirfarandi gerdir af fjarskiptablnadi eru
{ samraemi vid videigandi samheefingarldggjof Sambandsins sem kvedur & um
tilskipun 2014/53/ESB:

Lumenis Pulse 120H (LT-LFS03-SYS-05, LM940)

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

Tilskipun 2014/53/ESB
Gr 3.1a (Oryggi)

Stadlar
EN 60601-1
EN 50364

EN 62311

Gr 3.1b (Rafsegulsamhaefni) EN 60601-1-2
EN 301 489-1
EN 301 489-3
EN 301 489-52
Gr 3.2 (Litrof) EN 300 330

_Dcm O Gllay hew (‘Dtred“of @Yf)ﬂ&) ‘x}\ My )gmg

Nafn, varaforseti, reglu- og gaedamal Dagsetning

Sty for P

Gildisdagur
samraemisyfirlysingar
D\JLIA' Ollﬂf‘(/k (Off‘-pc‘lc’/ QD) go/ﬂ"-f /2022._
Nafn, varaforse%iervfinnséknir og préun 'Dagsetning
0’\3‘»&&6 ",
Gildisdagur

samramisyfirlysingar
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o

GA-0006900

QLumenis

Lumenis Pulse 120H, INT 1PH

GA-0006800

Lumenis Pulse 120H, DOM 1PH

GA-0008800

Lumenis Pulse 120H, INT 3PH

GA-0006801

Lumenis Pulse 120H, DOM 1PH with Moses

RG-0006801

Lumenis Pulse 120H, DOM 1PH with Moses, Refurbished

GA-2003477

Lumenis Pulse 120H, INT 1PH No Suction

GA-2003476

Lumenis Pulse 120H, DOM 1PH No suction

GA-0008700

Lumenis Pulse 120H, INT 1PH 32A

GA-0006900CN

Lumenis Pulse 120H, 1PH, China

RG-0006900

Lumenis Pulse 120H, INT, 1PH, Refurbished

RG-0008800

Lumenis Pulse 120H, INT, 3PH, Refurbished

RG-0006800

Lumenis Pulse 120H, DOM 1PH, Refurbished

GA-2009996

Lumenis Pulse 120H, DOM 1 PH 30A

GA-0006902

Lumenis Pulse 120H, MOSES 2.0 (INT)

GA-0006802

Lumenis Pulse 120H, MOSES 2.0 (DOM)
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