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QLumenis

Declaration of Conformity

Directive 2014/53/EU
DoC-1016493

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:

AcuPulse DUO (LT-LFS503-5YS-02)

UltraPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LFS03-5YS-07)
Lumenis Pulse 30H (LT-LFS03-5YS-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
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. 1/(1'1 O (Oﬁ(&'{]lag Q?IJU'[';{LII)Zlishgate]

Name, VP, Regulatory/Affairs and Quality Date

Declaration Validity Date
23| T4 | 2022
m\{l[ ﬂﬂwrz/k [Publish Date]
=

Name, VP, Research & Development Date

Declaration Validity Date
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QLumenis

Catalog ;
e Product Name Device Type

GA-1000000 AcuPulse DUO

GA-1000000CN | AcuPulse DUO CHINA

RG-1000000 Refurbish AcuPulse DUO
GA-2000000 UltraPulse DUO

RG-2000000 Refurbished UltraPulse DUO
GA-2006098 Lumenis Pulse 30H with cart
GA-2003322 Lumenis Pulse 30H, with cart Japan
RG -2006098 Lumenis Pulse 30H with cart, refurbished
GA-1008943 Lumenis Pulse 50H, INT
GA-1008946 Lumenis Pulse 50H, DOM
GA-1008943CN | Lumenis Pulse 50H, China
GA-2006378 Lumenis Pulse 60H, 50Hz
GA-2006379 Lumenis Pulse 60H, 60Hz
GA-1008942 Lumenis Pulse 100H INT
GA-1008944 Lumenis Pulse 100H DOM

RG-1008944 Lumenis Pulse 100H, DOM, Refurbished
RG-1008942 Lumenis Pulse 100H, INT, Refurbished
GA-1008942CN | Lumenis Pulse 100H, China
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QLumenis

Konformitatserklarung

Richtlinie 2014/53/EU
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LF503-5Y5-02)

UltraPulse DUO (LT-LFS03-SY5-02)

Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LFS03-5YS-07)

Lumenis Pulse 30H (LT-LFS03-5Y5-09)

In Bezug auf diese Konformitdtserkldarung wurden die folgenden harmonisierten Normen
und/oder anderen einschldgigen 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

| ' 2713y L0290,
,_DO“ O a’«f/(&y[wh [Publish Date]
Name, VP, Regulatorische Angelegenheiten Datum
und Qualitat

Giiltigkeitsdatum der Erklarung
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O\m\i D&lv\\t}'k [Publish Date]

Name, VP, Forschung & Entwicklung Datum

Giiltigkeitsdatum der Erklarung
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QLumenis

Bestell-Nr. Produktname Geratetyp

GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse SOH, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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QLumenis

Déclaration de Conformité

Directive 2014/53/UE
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LFS03-SYS-02)
UltraPulse DUO (LT-LFS03-5YS-02)
Lumenis Pulse 100H/50H (LT-LFS03-5SYS-06A, LT-LFS03-5Y5-06R)

Lumenis Pulse 60H (LT-LFS03-SY5-07)
Lumenis Pulse 30H (LT-LF503-5Y5-09)

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

J)Ciq O( @a“/zﬁ‘\ 27-[5?1{3(!\‘5}[)&&}

Nom, VP, Affaires réglementaires et Qualité Date

Date de validité de la
déclaration

\
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i De-m A [P]l)lish Date]

Nom, VP, Recherche et Développement Date

Date de validité de la
déclaration
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QLumenis

Type de

Reférence ;
Nom du produit et

catalogue
GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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QLumenis

Declaracion De Conformidad

Directiva 2014/53/UE
DoC-1016493

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 armonizacion de la Union Europea en la Directiva 2014/53/UE:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5YS-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
EN 60601-1

Articulo 3.1a (Seguridad)
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

27 iulql022.

t '
” OCM O ‘{?Aﬂ”l [Publish Date]
“Nombre, VP, Asuntos Regulatorios y de Calidad Fecha

Fecha de validez de la
declaracion
_ [ 3oly [2022
Oucl{ Qﬂm‘ab( 2 [Publish Dale]

Nombre, VP, Investigacion y Desarrollo Fecha
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QLumenis

aro de
dldlOE0

GA-1000000

AcuPulse DUO

Fecha de validez de la
declaracion

GA-1000000CN

AcuPulse DUO CHINA

RG-1000000

Refurbish AcuPulse DUO

GA-2000000

UltraPulse DUO

RG-2000000

Refurbished UltraPulse DUO

GA-2006098

Lumenis Pulse 30H with cart

GA-2003322

Lumenis Pulse 30H, with cart Japan

RG -2006098

Lumenis Pulse 30H with cart, refurbished

GA-1008943

Lumenis Pulse 50H, INT

GA-1008946

Lumenis Pulse 50H, DOM

GA-1008943CN

Lumenis Pulse S0H, China

GA-2006378

Lumenis Pulse 60H, 50Hz

GA-2006379

Lumenis Pulse 60H, 60Hz

GA-1008942

Lumenis Pulse 100H INT

GA-1008944

Lumenis Pulse 100H DOM

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

GA-1008942CN

Lumenis Pulse 100H, China
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QLumenis

Dichiarazione di Conformita

Direttiva 2014/53/UE
DoC-1016493

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:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5Y5-06R)

Lumenis Pulse 60H (LT-LF503-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

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

: D@m 0 Gllaylon 271 %J’;{S{Zgéﬁ

Nome, VP, Affari redolatori e Qualita Data

Data di entrata in vigore della
dichiarazione

. 235\ Lo
OU é' n&bﬂg 7N \‘[I’ul)lish Dale]

Nome, VP, Ricerca e Sviluppo Data

Data di entrata in vigore della
dichiarazione
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GA-1000000

QLumenis

AcuPulse DUO

GA-1000000CN

AcuPulse DUO CHINA

RG-1000000

Refurbish AcuPulse DUO

GA-2000000

UltraPulse DUO

RG-2000000

Refurbished UltraPulse DUO

GA-2006098

Lumenis Pulse 30H with cart

GA-2003322

Lumenis Pulse 30H, with cart Japan

RG -2006098

Lumenis Pulse 30H with cart, refurbished

GA-1008943

Lumenis Pulse 50H, INT

GA-1008946

Lumenis Pulse 50H, DOM

GA-1008943CN

Lumenis Pulse 50H, China

GA-2006378

Lumenis Pulse 60H, 50Hz

GA-2006379

Lumenis Pulse 60H, 60Hz

GA-1008942

Lumenis Pulse 100H INT

GA-1008944

Lumenis Pulse 100H DOM

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

GA-1008942CN

Lumenis Pulse 100H, China
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QLumenis

CE-Conformiteitsverklaring

Richtlijn 2014/53/EU
DoC-1016493

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:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5YS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SY5-06R)

Lumenis Pulse 60H (LT-LFS503-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

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

Richtlijn 2014/53/EU
Artikel 3.1a (Veiligheid)

Normen
EN 60601-1
EN 50364

Artikel 3.1b (Elektromagnetische
compabiliteit)

EN 60601-1-2
EN 301 489-1
EN 301 489-3

Artikel 3.2 (Spectrum)

EN 300 330

‘Dcm 0{ @M”Vz'f'"‘

273\ o

[Publish Date]

Naam, VP, Regelgevende Zaken en Kwaliteit

Duds ‘ﬂw\: A

Datum

Geldigheidsdatum verklaring

23] 3yl
[Publish Date]

Naam, VP, Onderzoek & Ontwikkeling

Datum

Geldigheidsdatum verklaring
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QLumenis

Catalogus- Type
nummer Prodictnaam Hulp?npiddel
GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System

CCP 1016493
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QLumenis

Declaracao de Conformidade

Diretiva 2014/53/UE
DoC-1016493

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 acessdrios estdao em conformidade com a legislagao de harmonizacéao
relevante da Unido Europeia na Diretiva 2014/53/UE:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5YS-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5YS-09)

As normas harmonizadas relevantes e/ou as especificagoes técnicas que foram aplicadas
relativamente a esta declaragao 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

. : 271 Julylz02R
._@C“’\ O G).,aaql-v()'\ [Publish Date)
Nome, VP, Assuntos Regulamentares e Data

Qualidade

Data de validade da declaracao

D Qﬂzmirb( [Publish Date]

Nome, VP, Investigacio e Desenvolvimento Data

Data de validade da declaracao
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QLumenis

GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUQO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System

CCP 1016493
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QL unmenis

AHAQZH 2YMMOP®QIHX

Odnyia 2014/53/EE
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

AnAMVOUPE PE amoKAEISTIK pag euBUvn 6TI Ta NAPAKATw HoviéAa padioe§omAtopol
gival o€ CUPPOPPWON HE TN CXETIKN EVWOIAKN vopoBesia evappdviong nou opiletal otnv

Odnyia 2014/53/EE:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5YS-02)
Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LFS03-5YS-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

Ta oxeTIkd evappoviopéva mpdTuna i/ Kal ol TEXVIKEG TPodIaypageg Tou £Xouv
£PApPUOCTEL 6e oxéon pe Ty mapoloa dNAwaon cUpPpdpPwong eivat:

Odnyia 2014/53/EE Mpotuna

ApBpo 3.1a (AcpdAeia) EN 60601-1
EN 50364
ApBpo 3.1b (HAekTpopayvntikn EN 60601-1-2

cupBarotnta) EN 301 489-1
EN 301 489-3

Ap6po 3.2 (ddopa) EN 300 330

Julyl2022
DCI‘\ O ij{"‘yz'o L ar / ) [P?llilish%ate]

‘Ovopa, Aviumpoedpog, Kavoviotikég YnoBéoeig Huepopnvia
kat Motdtnta

Huepopnvia woxvog nAwong
_ | 50\\\ 2000
OUCL' ui‘vf@(/\/\ [Publish Dale]

‘Ovopa, Avuunpoedpog, ‘Epeuva kat Avdntuén Huepopnvia

Hpepopnvia oxvog dniwong
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GA-1000000

QLumenis

AcuPulse DUO

O
System

GA-1000000CN

AcuPulse DUO CHINA

System

RG-1000000

Refurbish AcuPulse DUO

System

GA-2000000

UltraPulse DUO

System

RG-2000000

Refurbished UltraPulse DUO

System

GA-2006098

Lumenis Pulse 30H with cart

System

GA-2003322

Lumenis Pulse 30H, with cart Japan

System

RG -2006098

Lumenis Pulse 30H with cart, refurbished

System

GA-1008943

Lumenis Pulse 50H, INT

System

GA-1008946

Lumenis Pulse 50H, DOM

System

GA-1008943CN

Lumenis Pulse 50H, China

System

GA-2006378

Lumenis Pulse 60H, 50Hz

System

GA-2006379

Lumenis Pulse 60H, 60Hz

System

GA-1008942

Lumenis Pulse 100H INT

System

GA-1008944

Lumenis Pulse 100H DOM

System

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

System

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

System

GA-1008942CN

Lumenis Pulse 100H, China

System

CCP 1016493
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QLumenis

Samsvarserklaering

Direktiv 2014/53/EU
DoC-1016493

Lumenis Ltd.
Yokneam Industrial Park

Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5YS-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

1 ; Fu" i
Do 0 Gollog b 21130

Navn, VP, regulatoriske forhold og kvalitet Dato

Gyldighetsdato for erkleering

3 |39\ 2001
(v ds Dz.mh/\& / lvz}mish bate]

Navn, VP, forskning og utvikling Dato

Gyldighetsdato for erklaering

CCP 1016493
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QLumenis

GA-1000000 AcuPulse DUO System
GA-1000000CN AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurhished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN Lumenis Pulse 100H, China System

CCP 1016493
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QLumenis

Overensstemmelseserklaering

Direktiv 2014/53/EU
DoC-1016493

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 unionsharmoniseringsbestemmelser i

direktiv 2014/53/EU:

AcuPulse DUQ (LT-LFS03-SYS-02)

UltraPulse DUO (LT-LFS03-5Y5-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-5Y5-07)

Lumenis Pulse 30H (LT-LFS03-5Y5-09)

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

: sl b o7
DC#l”] 0 &/UD(/CM J%/Jt?ljzlii?s-l?liifr;]

Navn, vicedirekter, retéforskrifter og kvalitet Dato

Erklzeringens ikrafttraedelsesdato

0ol J)g . 2T 28lavlyl 2oz

|Publish Date]
Navn, vicedirekter, forskning og udvikling Dato

Erkleeringens ikrafttraedelsesdato
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Katalognummer

GA-1000000

Q@QLumenis

Produktnavn

AcuPulse DUO

Enhedstype

GA-1000000CN

AcuPulse DUO CHINA

RG-1000000

Refurbish AcuPulse DUO

GA-2000000

UltraPulse DUO

RG-2000000

Refurbished UltraPulse DUO

GA-2006098

Lumenis Pulse 30H with cart

GA-2003322

Lumenis Pulse 30H, with cart Japan

RG -2006098

Lumenis Pulse 30H with cart, refurbished

GA-1008943

Lumenis Pulse 50H, INT

GA-1008946

Lumenis Pulse 50H, DOM

GA-1008943CN

Lumenis Pulse 50H, China

GA-2006378

Lumenis Pulse 60H, 50Hz

GA-2006379

Lumenis Pulse 60H, 60Hz

GA-1008942

Lumenis Pulse 100H INT

GA-1008944

Lumenis Pulse 100H DOM

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

GA-1008942CN

Lumenis Pulse 100H, China

CCP 1016493
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Forsikran om overensstammelse

Direktiv 2014/53/EU
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LFS03-5YS-02)
UltraPulse DUO (LT-LFS03-5YS-02)
Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LF503-5Y5-06R)

Lumentis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

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

273092

|
Dcm 0 @aa 7£0L. |l’u>t;lish Date]

Namn, VP for regleringsfragor och kvalitet Datum

Giltighetsdatum for forsakran

23| Tuiyl 2o
Odrlj DJ-'LY\\\cM . [Publish Date]

Namn, VP for forskning och utveckling Datum

Giltighetsdatum for forsakran
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Katalognummer Produktnamn Enhetstyp

GA-1000000 AcuPulse DUO

GA-1000000CN AcuPulse DUO CHINA

RG-1000000 Refurbish AcuPulse DUO

GA-2000000 UltraPulse DUO

RG-2000000 Refurbished UltraPulse DUO
GA-2006098 Lumenis Pulse 30H with cart
GA-2003322 Lumenis Pulse 30H, with cart Japan

RG -2006098 Lumenis Pulse 30H with cart, refurbished
GA-1008943 Lumenis Pulse 50H, INT

GA-1008946 Lumenis Pulse 50H, DOM
GA-1008943CN Lumenis Pulse 50H, China

GA-2006378 Lumenis Pulse 60H, 50Hz

GA-2006379 Lumenis Pulse 60H, 60Hz

GA-1008942 Lumenis Pulse 100H INT

GA-1008944 Lumenis Pulse 100H DOM

RG-1008944 Lumenis Pulse 100H, INT, Refurbished
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished
GA-1008942CN Lumenis Pulse 100H, China

CCP 1016493
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Vyhlasenie o Zhode

Smernica 2014/53/EU
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Vyhlasujeme na svoju vlastni zodpovednost, Ze nasledujtice modely radiovych zariadeni
s( v stlade s pristuSnymi harmonizanymi pravnymi predpismi Unie
v smernici 2014/53/EU:

AcuPulse DUO (LT-LFS503-5YS-02)

UltraPulse DUO (LT-LFS03-5Y5-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LFS03-5Y5-07)

Lumenis Pulse 30H (LT-LFS03-5Y5-09)

Prisluiné harmonizované normy a/alebo technické 3pecifikacie, ktoré sa pouZili

v stivislosti 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

Tl /2020
DC&"I Oi &'ﬁ[f‘ﬁf l“" 2?/[\3{(1{3\1(5{ Uaiq

Meno, VP, regulacné zaleZitosti a kvalita Datum

Datum platnosti vyhlasenia

w\so\ \ 2002
(ks Dot [PLDlish Date]

Meno, VP, vyskum a vyvoj Datum

Datum platnosti vyhlasenia
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Katgl!;)lgoove Nazov produktu Typ pomocky
GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System

CCP 1016493
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Prohlaseni o Shode

Smérnice 2014/53/EU
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Na vlastni odpovédnost prohlasujeme, Ze nasledujici model(y) radiofrekvencnich
zafizeni jsou v souladu s prislusnymi harmonizaénimi pravnimi predpisy Unie, jak uvadi
Smérnice 2014/53/EU:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LF503-5YS-02)
Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LF503-5YS-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5YS-09)

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

Smérnice 2014/53/EU Normy
lanku 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

' Jul2on
: O@U! 0, [&é&f}' 46"1 2?/ ?PLlLIish Date]

Jméno, VP, Regulaéni zaleZitosti a kvalita Datum

Datum platnosti prohlaseni

20 2
25| ovy|

blish Date)

| )gi & 2NvIA

Jméno, VP, Vyzkum a vyvoj Datum

Datum platnosti prohlaseni
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GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System

CCP 1016493
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Megfelel6ségi nyilatkozat

2014/53/EU iranyelv
DoC-1016493

Lumenis Ltd.
Yokneam Industrial Park

Hakidma Street 6,
Yokneam 2069204, israel

Teljes feleldsséggel kijelentjiik, hogy az itt felsorolt radidkésziilékek megfelelnek a
rajuk vonatkozd, a 2014/53/EU iranyelvben rogzitett Uniés harmonizacis
jogszabalyoknak:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-5Y5-06A, LT-LF503-5Y5-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

A jelen megfelelség nyilatkozat vonatkozasaban alkalmazott megfeleld harmonizalt
szabvanyok és/vagy miiszaki eldirasok a kdvetkezok:

2014/53/EU iranyelv Szabvanyok
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

& * 27 July Jron
\)C( “" O éﬂ‘? <C‘L\ [Publish Date]
Név, ligyv. ig., Szabalyozoi tigyek és Datum
Mindségellendrzés

Nyilatkozat érvényességi datuma

o\l
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Név, ligyv. ig., Kutatas, fejlesztés Datum

Nyilatkozat érvényességi datuma
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GA-1000000 AcuPulse DUO System
GA-1000000CN AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-10085942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN Lumenis Pulse 100H, China System

CCP 1016493
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Vaatimustenmukaisuusvakuutus

Direktiivi 2014/53/EU
DoC-1016493

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

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

AcuPulse DUO (LT-LFS03-SYS-02)
UltraPulse DUO (LT-LFS03-5Y5-02)

Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LFS03-SYS-07)
Lumenis Pulse 30H (LT-LFS03-SYS-09)

Asiaankuuluvat yhdenmukaistetut standardit ja/tai tekniset eritelmit, joita on
sovellettu tdhan 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

27 [Tl o
. (>(’)"r O' MQYL“L? = [Pf;bzs{ Date]

Nimi, VP, sddntelyasiat ja laatu Paivamaara

Vakuutuksen voimaantulopaiva
— 23l 2000

Dud; Qazm‘cﬂf\ [Publish Date]

Nimi, VP, tutkimus ja kehitys Paivamaara

Vakuutuksen voimaantulopaiva
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Luettelonumero Tuotteen nimi Laitteen tyyppi

GA-1000000 AcuPulse DUO System
GA-1000000CN AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lurnenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN Lumenis Pulse 100H, China System

CCP 1016493
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Deklaracja zgodnosci

Dyrektywa 2014/53/UE
DoC-1016493

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

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

AcuPulse DUO (LT-LFS03-5YS-02)
UltraPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)
Lumenis Pulse 60H (LT-LFS03-5YS-07)
Lumenis Pulse 30H (LT-LFS03-5YS-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

¢ 27 |Jalshor
JDC‘ N O &Z}ZR}V (C"’? [Publish Date]
Imie i nazwisko wiceprezesa ds. regulacyjnych Data
i kontroli jakosci

Data waznosci deklaracji

25 Jo\ | Lo
Duds e mir [Publlsh Date]

Imie i nazwisko wiceprezesa ds. badan Data
| rozwoju

Data waznosci deklaracji
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dldlO#0
GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UitraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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Heknapauua 3a CbOTBeTCTBUE

AuvperTtuea 2014/53/EC
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Hue aexnapvpame Ha Hala IMYHa OTFOBOPHOCT, Y€ CNeAHNTE MOAENU PaAnoobopyaBaHe
OTrOBapAT Ha CbOTBETHOTO 3aKOHOAATENCTBO Ha Cblo3a 3a XapMOHM3aLUKA, NPeABMKAALL0

[Aupextusa 2014/53/EC:

AcuPulse DUO (LT-LFS03-5Y5-02)

UltraPulse DUO (LT-LFS03-5Y5-02)

Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LFS03-5Y5-06R)
Lumenis Pulse 60H (LT-LFS03-5Y5-07)

Lumenis Pulse 30H (LT-LFS03-5YS-09)

CbOTBETHUTE XapPMOHM3MPaHU CTAHAAPTU /MM TEXHUYECKM cneyudmKaLmuu, npunaraqu

BbB BpPb3Ka C Ta3u AeKnapauuAa 3a CbOTBETCTBME, Cal

Aupektuea 2014/53/EC CraHpaptu

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

YneH 3.1b (EnexkTpomarHuTHa EN 60601-1-2

CBBMECTUMOCT) EN 301 489-1
EN 301 489-3

YneH 3.2 (CnekTbp) EN 300 330

i 92| Tuls o2
@aﬂ Ol Wa g [0’7 2 :,L/J[::ul;?:ish Date]

Mme, BULENPE3MASHT NO PerynaTopHu AEHHOCTH U Aata
KayecTso

Jata Ha BanMAHOCT Ha
AeKknapaumara

\’5 o\ \ZDL’L_
Dudi Qﬂzn'c K e [mbush Date]

Wme, BuuenpesmaeHT No U3CneoBaTenckm Aata
AeMHOCTH W pa3zpaboTka

Alata Ha BanMAHOCT Ha
AeKnapaumaTta

CCP 1016493
Page 34 of 51



KaranoxeH
HoMep
GA-1000000

QLumenis

HazeaHue Ha NnpogyKTa

AcuPulse DUO

Bua Ha
YCTPOUCTBOTO
System

GA-1000000CN

AcuPulse DUO CHINA

System

RG-1000000

Refurbish AcuPulse DUO

System

GA-2000000

UltraPulse DUO

System

RG-2000000

Refurbished UltraPulse DUO

System

GA-2006098

Lumenis Pulse 30H with cart

System

GA-2003322

Lumenis Pulse 30H, with cart Japan

System

RG -2006098

Lumenis Pulse 30H with cart, refurbished

System

GA-1008943

Lumenis Pulse 50H, INT

System

GA-1008946

Lumenis Pulse S0H, DOM

System

GA-1008943CN

Lumenis Pulse 50H, China

System

GA-2006378

Lumenis Pulse 60H, 50Hz

System

GA-2006379

Lumenis Pulse 60H, 60Hz

System

GA-1008942

Lumenis Pulse 100H INT

System

GA-1008944

Lumenis Pulse 100H DOM

System

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

System

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

System

GA-1008942CN

Lumenis Pulse 100H, China

System
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Izjava o sukladnosti

Direktiva 2014/53/EU
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LFS03-5Y5-02)

UltraPulse DUO (LT-LFS03-5Y5-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LFS03-5YS-07)

Lumenis Pulse 30H (LT-LFS03-5YS-09)

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

lanak 3.1b (Elektromagnetska EN 60601-1-2

kompatibilnost) EN 301 489-1
EN 301 489-3

Clanak 3.2 (Spektar) EN 300 330

- ML
DD’"\ O révé/uffzbn 27 /JI%ng;ZS/hzl-:j}]-

Smé i prezime, potpredsjednik, Regulatorni poslovi i Datum
kvaliteta

Datum valjanosti izjave

2830\ \ 2002

OJ Jf Q’Z;fh‘a\/{ Publish Date]

ime i prezime, potpredsjednik, IstraZzivanje Datum
i razvoj

Datum valjanosti izjave
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Kataloski : ;
broj (HR) Naziv proizvoda (HR) (HR)

GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System

RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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Declaratie de Conformitate

Directiva 2014/53/UE
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Declaridm pe propria noastrd 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-LFS03-5Y5-02)

UltraPulse DUO (LT-LFS03-5YS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LF503-5Y5-07)

Lumenis Pulse 30H (LT-LFS03-5Y5-09)

Standardele si/sau specificatiile tehnice armonizate relevante aplicate in legdtura cu

aceastd 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

¢ 272 Suly o2
ﬁ (9 O Mﬁ?dan 2?/ [gu;(i{|1 Date]

Nume, VP, Afaceri de reglefhentare si Calitate Data

Data de valabilitate a declaratiei

22 || 2022

M 0-(2!’? y‘ol/\ [Publish Date]

Nume, VP, Cercetare si Dezvoltare Data

Data de valabilitate a declaratiei
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d e

dildlOgE
GA-1000000 AcuPulse DUO
GA-1000000CN | AcuPulse DUO CHINA
RG-1000000 Refurbish AcuPulse DUO
GA-2000000 UltraPulse DUO
RG-2000000 Refurbished UltraPulse DUO
GA-2006098 Lumenis Pulse 30H with cart
GA-2003322 Lumenis Pulse 30H, with cart Japan
RG -2006098 Lumenis Pulse 30H with cart, refurbished
GA-1008943 Lumenis Pulse 50H, INT
GA-1008946 Lumenis Pulse 50H, DOM
GA-1008943CN | Lumenis Pulse 50H, China
GA-2006378 Lumenis Pulse 60H, 50Hz
GA-2006379 Lumenis Pulse 60H, 60Hz
GA-1008942 Lumenis Pulse 100H INT
GA-1008944 Lumenis Pulse 100H DOM
RG-1008944 Lumenis Pulse 100H, INT, Refurbished
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished
GA-1008942CN | Lumenis Pulse 100H, China
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Uygunluk Beyani

2014/53/AB Direktifi
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LF503-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SYS-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5YS5-09)

Bu uygunluk beyan ile baglantih olarak uygulanan ilgili uyumlastirilrms standartlar
ve/veya teknik 6zellikler 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

; 9 | July RO
DG“’! O ékﬁ(k/&f‘q 2 f}?r)’(:bl{;{ Date]

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

Beyamn Gegerlilik Tarihi

v \ S| 2002

OVrL‘ szn‘u( [Publish Date]

isim, Vice President - Bagkan Yardimcisi, Tarih
Arastirma ve Gelistirme

Beyanin Gegerlilik Tarihi

CCP 1016493
Page 40 of 51



QLumenis

RO Uriin Adh Cihaz Tipi
Numarasi
GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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Izjava o skladnosti

Direktiva 2014/53/EU
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

Na naso izkljuéno odgovornost izjavljamo, da so naslednji modeli radijske opreme v
skladu z ustrezno usklajevalno zakonodajo Unije, kot doloca Direktiva 2014/53/EU:

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5YS-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-SY5-06R)

Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

Ustrezni harmonizirani standardi in/ali tehniéne 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

lanek 3.1b (Elektromagnetna EN 60601-1-2
zdruzljivost) EN 301 489-1
EN 301 489-3

Clanek 3.2 (Spekter) EN 300 330

Do 0 Gl o 27/ luboon

Ime, podpredsednik, oddelek za regulativne Datum
zadeve in kakovost

Datum veljavnosti izjave

e [N 2022

Q’Jf QMGK [Publish Date]
Ime, podpredsednik, oddelek za raziskave Datum
in razvoj

Datum veljavnosti izjave
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GA-1000000

QLumenis

AcuPulse DUO

GA-1000000CN

AcuPulse DUO CHINA

RG-1000000

Refurbish AcuPulse DUO

GA-2000000

UltraPulse DUO

RG-2000000

Refurbished UltraPulse DUO

GA-2006098

Lumenis Pulse 30H with cart

GA-2003322

Lumenis Pulse 30H, with cart Japan

RG -2006098

Lumenis Pulse 30H with cart, refurbished

GA-1008943

Lumenis Pulse 50H, INT

GA-1008946

Lumenis Pulse 50H, DOM

GA-1008943CN

Lumenis Pulse 50H, China

GA-2006378

Lumenis Pulse 60H, 50Hz

GA-2006379

Lumenis Pulse 60H, 60Hz

GA-1008942

Lumenis Pulse 100H INT

GA-1008944

Lumenis Pulse 100H DOM

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

GA-1008942CN

Lumenis Pulse 100H, China
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Vastavusdeklaratsioon

Direktiiv 2014/53/EL
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LF503-5Y5-02)
UltraPulse DUO (LT-LF503-SYS-02)
Lumenis Pulse 100H/50H (LT-LFS03-5YS-06A, LT-LFS03-5Y5-06R)

Lumenis Pulse 60H (LT-LFS03-5YS-07)
Lumenis Pulse 30H (LT-LFS03-5YS-09)

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

Directive 2014/53/EL Standardid

Artikkel 3.1a (Chutus) EN 60601-1
EN 50364

Artikkel 3.1b (Elektromagnetiline EN 60601-1-2
tihilduvus) EN 301 489-1

EN 301 489-3
Artikkel 3.2 (Spekter) EN 300 330

(
DD"’I 0 Mé"f 4 liv [Publish Date]

Nimi, asepresident regulatiivkiisimuste ja Kuupdev
kvaliteedi alal

Deklaratsiooni kehtivuskuupaev

@w 28| S0\ 2022
O.rr’i iQM [Publish Date]

Nimi, asepresident teaduse ja arenduse alal Kuupaev

Deklaratsiooni kehtivuskuupéev
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Katalooginumber

GA-1000000

QLumenis

Toote nimi

AcuPulse DUO

Seadme tiilip

GA-1000000CN

AcuPulse DUO CHINA

RG-1000000

Refurbish AcuPulse DUO

GA-2000000

UltraPulse DUO

RG-2000000

Refurbished UltraPulse DUO

GA-2006098

Lumenis Pulse 30H with cart

GA-2003322

Lumenis Pulse 30H, with cart Japan

RG -2006098

Lumenis Pulse 30H with cart, refurbished

GA-1008943

Lumenis Pulse 50H, INT

GA-1008946

Lumenis Pulse 50H, DOM

GA-1008943CN

Lumenis Pulse 50H, China

GA-2006378

Lumenis Pulse 60H, 50Hz

GA-2006379

Lumenis Pulse 60H, 60Hz

GA-1008942

Lumenis Pulse 100H INT

GA-1008944

Lumenis Pulse 100H DOM

RG-1008944

Lumenis Pulse 100H, INT, Refurbished

RG-1008942

Lumenis Pulse 100H, DOM, Refurbished

GA-1008942CN

Lumenis Pulse 100H, China
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Atbilstibas Deklaracija

Direktiva 2014/53/ES
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

M&s ar pilnu atbildibu pazinojam, ka 3adi radioiekartu modeli atbilst attiecigajiem
Savienibas saskanosanas tiesibu aktiem, kas paredz Direktivu 2014/53/ES:

AcuPulse DUO (LT-LFS03-5YS-02)

UltraPulse DUO (LT-LFS03-5Y5-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5Y5-06R)
Lumenis Pulse 60H (LT-LFS03-5Y5-07)

Lumenis Pulse 30H (LT-LFS03-SY5-09)

Attiecigie saskanotie standarti un/vai tehniskas specifikacijas, ko pieméro saistiba ar $o

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

\Daﬁ 0( (s, 27/ ‘jﬁ/ /?f??

Vards, viceprezidents, regulativie jautajumi Datums
un kvalitate

Deklaracijas spéka stasanas
datums

’u\
O.:J.‘ szw.‘d( )5\ ° |r:§.t§u?sf&‘2@|

Vards, viceprezidents, izp&te un attistiba Datums

Deklaracijas spéka stasanas
datums
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ald
O5d :
GA-1000000 AcuPulse DUD System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UitraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System

RG-1008%44 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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Atitikties Deklaracija

Direktyva 2014/53/ES
DoC-1016493

Lumenis Ltd.

Yokneam Industrial Park
Hakidma Street 6,
Yokneam 2069204, Israel

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

AcuPulse DUO (LT-LFS03-5Y5-02)
UltraPulse DUO (LT-LFS03-5Y5-02)
Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5YS-06R)

Lumenis Pulse 60H (LT-LFS03-SYS-07)
Lumenis Pulse 30H (LT-LFS03-5Y5-09)

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

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

27/ Jdy ro2n

D e ( )‘ @Mf’?’ Z bh [Publish Date]

——r

Vardas ir pavardé, vicéprezidentas (-é), Data
Reglamentavimo reikalai ir kokybé

Deklaracijos galiojimo data

Qﬂ 23\ 39\ 2o
Q/(L P4 [Publish Date]
Vardas ir pavardé, viceprezidentas (-&), Data
moksliniai tyrimai ir plétra

Deklaracijos galiojimo data
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QL umenis

Katalogo A = Ao dadn, ;
& Gaminio pavadinimas Prietaiso tipas
numeris

GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse 50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System

RG-1008944 Lumenis Pulse 100H, INT, Refurbished System
RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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Samramisyfirlysing
Tilskipun 2014/53/ESB
DoC-1016493

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

Vid lysum pvi yfir & okkar eigin abyrgd ad eftirfarandi gerdir af fjarskiptabinadi eru
i samraemi vid videigandi samhaefingarléiggj6f Sambandsins sem kvedur & um
tilskipun 2014/53/ESB:

AcuPulse DUO (LT-LFS03-5YS-02)
UltraPulse DUO (LT-LFS03-SYS-02)

Lumenis Pulse 100H/50H (LT-LFS03-SYS-06A, LT-LFS03-5YS-06R)
Lumenis Pulse 60H (LT-LFS03-5Y5-07)
Lumenis Pulse 30H (LT-LFS03-SYS-09)

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

Tilskipun 2014/53/ESB Stadlar

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

Gr 3.1b (Rafsegulsamhasfni) EN 60601-1-2
EN 301 489-1
EN 301 489-3

Gr 3.2 (Litrof) EN 300 330

Qct YA 27 Jﬁ."{\(}fﬁoﬂl

Nafn, varaforseti, reglu- og gaedamal Dagsetning

Gildisdagur samraemisyfirlysingar

22 \’\50\ \2022_\
O\J if &'Lﬂl‘( K [Pl}ﬂish Date]
Nafn, varaforseti, rannsoknir og préun Dagsetning

Gildisdagur samraemisyfirlysingar
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Voruheiti RERLOC

Vorulista-
bunadar

Numer
GA-1000000 AcuPulse DUO System
GA-1000000CN | AcuPulse DUO CHINA System
RG-1000000 Refurbish AcuPulse DUO System
GA-2000000 UltraPulse DUO System
RG-2000000 Refurbished UltraPulse DUO System
GA-2006098 Lumenis Pulse 30H with cart System
GA-2003322 Lumenis Pulse 30H, with cart Japan System
RG -2006098 Lumenis Pulse 30H with cart, refurbished System
GA-1008943 Lumenis Pulse S50H, INT System
GA-1008946 Lumenis Pulse 50H, DOM System
GA-1008943CN | Lumenis Pulse 50H, China System
GA-2006378 Lumenis Pulse 60H, 50Hz System
GA-2006379 Lumenis Pulse 60H, 60Hz System
GA-1008942 Lumenis Pulse 100H INT System
GA-1008944 Lumenis Pulse 100H DOM System
RG-1008944 Lumenis Pulse 100H, INT, Refurbished System

RG-1008942 Lumenis Pulse 100H, DOM, Refurbished System
GA-1008942CN | Lumenis Pulse 100H, China System
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