™ BEGO

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

gemaR Anhang IX der Verordnung (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Hiermit erkldren wir in alleiniger Verantwortung, dass die unten aufgefithrten Produkte die relevanten
allgemeinen Sicherheits- und Leistungsanforderungen gem3R der Verordnung (EU) 2017/745 (ber
Medizinprodukte erfiillen und mit folgenden Anforderungen konform sind

der Liste der angewandten Normen

Gemeinsame Spezifikationen: n/a

Weitere Regularien: n/a
Diese Konformitdtserkldrung ist bis zum Ablauf des Zertifikates der Verordnung (EU) 2017/745 (ber
Medizinprodukte (Registrierungsnummer: HZ 1123799-1) und nur zusammen mit den zugehdrigen
Chargenfreigabedokumenten gliltig.

We herewith declare under sole responsibility that the products listed below are in conformity with the relevant
general safety and performance requirements according to the Regulation (EU) 2017/745 on Medical
Devices and is in conformity with

the list of applied standards
»  Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release document.

Hersteller BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1

28359 Bremen, Deutschland /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

Einmalige DE-MF-000005414
Registrierungsnummer
Single Registration Number

(SRN):
Produktfamilie Edelmetall-Gusslegierung
Name of product family: Noble metal-based casting alloy
Produktname und REF AuroLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009
Zweckbestimmung Edelmetall-Gusslegierungen sind bestimmt zur Herstellung von
Intended purpose: dentalen Restaurationen wie Kronen und Briicken.
Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.
Produktklassifizierung Klasse lla
Product class: Class lla
Basis UDI-DI ++EBGOCasting-alloysEY
Basic UDI-DI:
Benannte Stelle TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2

90431 Nirnberg
Deutschland
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© BEGO

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

CE-Kennzeichen Ce 0197

Marked

Andere anwendbaren EU-Sprachen sind in den folgenden Anhangen zu finden.
Other applicable EU-languages can be found in the following Annex.

Bremen, 12.05.2026 4{%: a— Lt e Y
Ort, Datum Stefféh Bohm Dr. Ulrich Abend
i for Regulatory

Place, Date Managing Director (CPO) Person Responsible
Compliance — Technical Documentation
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™ BEGO

es/en

DECLARACION DE CONFORMIDAD
DECLARATION OF CONFORMITY

segun el anexo IX, Reglamento (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Por la presente declaramos, bajo nuestra Unica responsabilidad, que los productos que se detallan a
continuacion cumplen con los requisitos generales de seguridad y rendimiento relevantes segin lo
establecido del Reglamento (UE) 2017/745 sobre los productos sanitarios, y guardan conformidad con

la lista de normas aplicadas

especificaciones comunes: n/a

« reglamentos: n/a

Esta declaracion de conformidad tiene validez hasta la fecha de vencimiento del certificado REGLAMENTO
(UE) 2017/745 sobre los productos sanitarios (nUmero de registro: HZ 1123799-1); y Unicamente en
combinacién con el documento correspondiente de aprobacion del lote.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with
« the list of applied standards
- Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

Fabricante
Manufacturer

BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1

28359 Bremen, Alemania /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

nuamero de registro Unico DE-MF-000005414
Single Registration Number

(SRN)

Aleacion de fundicion de metales nobles
Noble metal-based casting alloy

Familia de productos
Name of product family

nombre del producto y REF AuroLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009

Finalidad prevista
Intended purpose

las aleaciones de fundicién de metales nobles estan previstas para la
elaboracién de restauraciones dentales como coronas y puentes.
Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

Clasificacion del producto
Product class

Clase lla
Class lla

UDI-DI basico
Basic UDI-DI

++EBGOCasting-alloysEY

organismo notificado
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Ndremberg

Alemania
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©) BEGO

es/en
TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg
Germany
marcado CE
Marked C€ 0197
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™ BEGO

fr/en

DECLARACION DE CONFOMITE
DECLARATION OF CONFORMITY

conformément a 'annexe IX, réglement (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Nous déclarons par la présente, sous notre seule responsabilité, que les dispositifs listés ci-aprés satisfont
aux exigences générales pertinentes en matiére de sécurité et de performances conformément a du
Reéglement (UE) 2017/745 relatif aux dispositifs médicaux et sont conformes aux

normes appliquées listées,

s  spécifications communes : n/a

réglements : n/a
Cette déclaration de conformité est valable jusqu'a expiration du Certificat REGLEMENT (EU) 2017/745
relatif aux dispositifs médicaux (n° d'enregistrement: HZ 1123799-1) et uniquement avec le document
correspondant de libération du lot.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards

Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on

Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

Fabricant
Manufacturer

BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1

28359 Bremen, Allemagne /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

numéro d'enregistrement DE-MF-000005414
unique
Single Registration Number

(SRN)

Famille de Produits Alliage de coulée a base de métaux précieux

Name of product family

Noble metal-based casting alloy

nom du produit et REF AurolLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009
Destination Les alliages de coulée a base de métaux précieux sont destinés a la
Intended purpose fabrication de restaurations dentaires telles que les couronnes et les

bridges.
Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

Classe de produit
Product class

Classe lla
Class lla

IUD-ID de base
Basic UDI-DI

++EBGOCasting-alloysEY
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™ BEGO

fr/en
Organisme notifié TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2
90431 Nirnberg
Allemagne
TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg
Germany
CE-marque
Markedq c E 01 97
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© BEGO

it/ en

DICHIARAZIONE DI CONFORMITA
DECLARATION OF CONFORMITY

secondo dall'allegato IX, Regolamento (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Con la presente dichiariamo, sotto la nostra esclusiva responsabilita, che i dispositivi elencati di seguito
rispettano i pertinenti requisiti generali di sicurezza e prestazione come previsto del Regolamento (UE)
2017/745 relativo ai Dispositivi Medici e sono conformi

all'elenco delle norme applicate

» alle specifiche comuni: n/a

ai regolamenti: n/a
La presente dichiarazione di conformita & valida fino alla scadenza del Certificato REGOLAMENTO (UE)
2017/745 relativo ai Dispositivi Medici (Numero di Registrazione: HZ 1123799-1) e soltanto in
combinazione con il relativo certificato di rilascio del lotto.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards

Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

Fabbricante BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1

28359 Bremen, Germania /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

numero di registrazione unico | DE-MF-000005414
Single Registration Number

(SRN)
Famiglia di prodotti Lega per colata di metalli preziosi
Name of product family Noble metal-based casting alloy
nome del prodotto e REF AurolLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLioyd® M 61009
Destinazione d’uso Le leghe per colata di metalli preziosi sono indicate per la realizzazione
Intended purpose di restauri dentali, ad es. corone e ponti.
Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.
classificazione del prodotto Classe lla
Product class Class lla
UDI-DI di base ++EBGOCasting-alloysEY
Basic UDI-DI
organismo notificato TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2
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™ BEGO

90431 Norimberga
Germania

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

marchio CE
Marked

C€ 0197
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™ BEGO

Iv/en

ATBILSTIBAS DEKLARACIJAS
DECLARATION OF CONFORMITY

Saskana ar IX pielikuma, regula (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Ar S0 més, uznemoties pilnu atbildibu, deklaréjam, ka iepriek§ minétie izstradajumi atbilst attiecigajam
visparéjam drosuma un veiktspéjas prasibam saskana ar Regulas (ES) 2017/745 par medicinas iericém
atbilst

» uzskaitttajiem attiecinamajiem standartiem
kopTgas specifikacijas: n/a
regulas: n/a
ST atbilstibas deklaracija ir deriga ITdz sertifikita REGULA (ES) 2017/745 par medicinas iericém

(registracijas Nr.: HZ 1123799-1) deriguma beigam un tikai kopa ar saistitas partijas laidiena dokumentu.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with
«  the list of applied standards
Common specifications: n/a
Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on

Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

razotaji BEGO Bremer Goldschlégerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1
28359 Bremen, Vacija /Germany
T. +49 421 2028-0
F. +49 421 2028-100
www.bego.com
vienotu registracijas numuru DE-MF-000005414
(VRN)
Single Registration Number
(SRN)
Produktu grupa Célmetalu I€juma sakaus&jums
Name of product family Noble metal-based casting alloy
Produkta nosaukums un REF Aurolloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009
Paredzétais nollks c€lmetalu I&juma sakauséjumi paredzéti zobu restauracijai, ka kronu
Intended purpose un tiltu izgatavo$ana.
Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.
Produktu klasifikacija Klase lla
Product class Class lla
pamata UDI-DI ++EBGOCasting-alloysEY
Basic UDI-DI
pazinotajai struktdrai TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2
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) BEGO

90431 Nirnberga
Vacija

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg
Germany

CE- marké&jums

Marked J C€ 0197
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™ BEGO

It/en

ATITIKTIES DEKLARACIJO
DECLARATION OF CONFORMITY

Pagal IX prieda IX, reglamentai (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Savo atsakomybe pareiskiame, kad toliau i§vardyti gaminiai tenkina atitinkamus bendrosios saugos ir
veikimo reikalavimus, numatytus Medicinos prietaisy reglamento (ES) 2017/745 ir atitinka

iSvardytus taikomus standartus

bendrosios specifikacijos: n/a

reglamentai: n/a
Si atitikties deklaracija galioja iki Medicinos prietaisy reglamente (ES)2017/745 numatyto sertifikato
(registracijos Nr.: HZ 1123799-1) galiojimo pabaigos ir tik kartu su atitinkamos partijos isleidimo dokumentu.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards
= Common specifications: n/a
» Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release

document.

Gamintojy
Manufacturer

BEGO Bremer Goldschiagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1

28359 Bremen, Vokietija /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

unikalyjj registracijos numer;j
Single Registration Number
(SRN)

DE-MF-000005414

produkty grupé
Name of product family

Tauriojo metalo liejimo lydinys
Noble metal-based casting alloy

produkto pavadinimas ir REF AuroLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009

Numatytoji paskirtis
Intended purpose

tauriyjy metaly liejimo lydiniai skirti danty restauracijoms, danty
restauracijoms, tokioms kaip kar@inelés ir tilteliai, gaminti.

Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

Produkto klasifikacija
Product class

Klase lla
Class lla

Bazinis UDI-DI
Basic UDI-DI

++EBGOCasting-alloysEY

jsisteigusi notifikuotoji
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Niurnbergas

Vokietija
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It/ en
TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg
Germany
CE Zenklu
Varked C€ 0197
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© BEGO

hu/en

MEGFELELOSEGI NYILATKOZATOT
DECLARATION OF CONFORMITY

a IX. melléklet szerint, Rendeletek (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Ezdton kizardlagos felelésségiink tudataban kijelentjik, hogy az alébbiakban felsorolt termékek betartjak
az orvostechnikai eszk6z6krdl sz616 (EU) 2017/745 mellékletében meghatarozott biztonsagossagra és
teljesitéképességre vonatkozo altalanos kdvetelményeknek, valamint

az alkalmazott szabvanyok listajanak

altalanos mliszaki adatok: n/a

eléirasok: n/a
Ez a megfeleléségi nyilatkozat az orvostechnikai eszkézokrél szolé (EU)2017/745 RENDELET
(regisztracios szam: HZ 1123799-1) tandsitvanyanak lejarataig érvényes, és csak a kapcsolodo gyartasi
tétel felszabaditasi dokumentummal egyutt.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards

Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

Gyarto
Manufacturer

BEGO Bremer Goldschiagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1

28359 Bremen, Németorszag/Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

egyedi regisztraciés szamot DE-MF-000005414
Single Registration Number

(SRN)

Termekcsalad
Name of product family

Nemesfém ontott otvozet
Noble metal-based casting alloy

terméknév és REF AuroLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009
Rendeltetés A nemesfém 6ntéotvozeteket fogaszati restauraciok, példaul koronak
Intended purpose és hidak gyartasara szanjak.

Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

Termékosztalyozas
Product class

Osztaly lla
Class lla

alapveté UDI-Dl-nek
Basic UDI-DI

++EBGOCasting-alloysEY

bejelentett szervezet
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2
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© BEGO

hu/en /

.

90431 Nlrnberg
Németorszag

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

o ceotor
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™ BEGO

pt/en

DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

De acordo com o anexo |X, Regulamentos (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Deciaramos, sob nossa exclusiva responsabilidade, que os produtos abaixo indicados cumprem os
requisitos gerais de seguranga e desempenho relevantes, de acordo com do Regulamento (UE) 2017/745
relativo aos Dispositivos Médicos e estdo em conformidade com

a lista de normas aplicadas

- especificagbes comuns: n/a

regulamentos: n/a
Esta declaragéo de conformidade é valida até ao termo de validade do Certificado REGULAMENTO (UE)
2017/745 relativo aos Dispositivos Médicos (N.° de registo: HZ 1123799-1) e apenas em conjunto com o
documento correspondente de libertagio do lote.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

« the list of applied standards

«  Common specifications: n/a

+ Regulations: n/a

This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

Fabricante BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1

28359 Bremen, Alemanha /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

numero Unico de registo DE-MF-000005414
Single Registration Number
(SRN)
Familia de produtos Liga de fundicdo de metal nobre
Name of product family Noble metal-based casting alloy
nome de produto y REF AuroLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009
Finalidade As ligas de fundigdo de metais nobres destinam-se ao fabrico de
Intended purpose restauragdes dentarias como coroas e pontes.

Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

Classe Classe lla

Product class Class lla

UDI-DI basico ++EBGOCasting-alloysEY

Basic UDI-DI

organismo notificado TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2
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© BEGO

90431 Nuremberga
Alemanha

TUV Rheinland LGA Products GmbH

Tillystrasse 2
90431 Nuremberg
Germany
marcagao CE
Marked C€ 0197
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™ BEGO

sl/en

1ZJAVO O SKLADNOSTI
DECLARATION OF CONFORMITY

V skladu s Prilogo IX, Uredbe (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

S tem na izklju¢no lastno odgovornost izjavljamo, da spodaj navedeni izdelki izpolnjujejo veljavne splosne
zahteve glede varnosti in u€inkovitosti v skladu s Uredbe (EU) 2017/745 o medicinskih pripomo¢kih in
so v skladu

s seznamom uporabljenih standardov

s skupnimi specifikacijami: n/a

s predpisi: n/a
Ta izjava o skladnosti je veljavna do poteka certifikata 0 UREDBI (EU) 2017/745 o medicinskih pripomog&kih
(registrska st.: HZ 1123799-1) in samo skupaj z ustreznim dokumentom o sprostitvi serije.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards

Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

Proizvajalcev
Manufacturer

BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1

28359 Bremen, Nemc&ija /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

enotno registrsko stevilko DE-MF-000005414
Single Registration Number

(SRN):

druzina izdelkov
Name of product family

Zlitina za litje plemenitih kovin
Noble metal-based casting alloy

ime izdelka in REF AuroLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLloyd® M 61009

Predvidena uporaba
Intended purpose

Zlitine za lite plemenitih kovin so namenjene izdelavi zobnih
restavracij, kot so krone in mosticki.

Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

razvrstitev izdelka Razred lla

Product class Class lla

Osnovni UDI-DI ++EBGOCasting-alloysEY
Basic UDI-DI

prigladenega organa
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nirnberg
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© BEGO

sl/en

Nemcija
TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg
Germany

oznaka CE

Marked Ce€ 0197
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™ BEGO

el/en

dnAwaon cuppdpewonc EE
DECLARATION OF CONFORMITY

clpgwva pe 1o Trapdptnua IX, KANONIZMOI (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Me to TapSV SnAwvouue e QTTOKAEIOTIKA pag €uBivn OTI Ta TTPOIGVTA TTOU QVAQEPOVTAl TTAPOKATW
OUHHOPPUVOVTAI TIG OXETIKEG YEVIKEG ATTAITACEIG AGQAAEING KAl ETTIOO0EWY OUUPWYA WE Tou Kavoviopou
(EE) 2017/745 yia Ta 1aTpOTEXVOAOYIKG TIPOIOVTA KAl EiVAI CUUPWVEG HE

TOV KATAAQYO TWV EQAPNOCONEVWIV TTPOTUTTWV

KOIVEG TTpOdIayPaPEG: n/a

TOUG KavoVvIOHOUG: n/a

H mapouoa drjAwon oupuopewong 1IoX0el pEXpP! T AREN Tou MIoToTTroINTIKOU GUMPWVA pe Tov KANONIZMO
(EE) 2017/745 yia 1a 1arpotexvoloyika Trpoiévra (ApiB. TpwTokOAAou: HZ 1123799-1) kai povo ot
ouUvOUaOUO PE TO OXETIKO £yypagpo atmodECEUTNG TTAPTIBWY.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards

Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on
Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

KaraokeuaoTég
Manufacturer

BEGO Bremer Goldschldgerei Wilh. Herbst GmbH & Co. KG
Wilhelm-Herbst-Str. 1

28359 Bremen, I'eppavia /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

evidio apiBud karaxwpiong DE-MF-000005414
Single Registration Number

(SRN)

OIKOYEVEIQ TTPOIOVTW
Name of product family

XUTOKPAMO EUYEVIOV HETAAALOV
Noble metal-based casting alloy

ovopa TpoidvTog kail REF AurolLloyd® M 61054
Name of products and REF PlatinLloyd® 100 61020
PlatinLioyd® M 61009
MpoBAetTduevn xpron TA XUTOKPAKOTO EUYEVWV HETAAAWY TTPOOPIJOVTAl YIa TNV KATAOKEUR
Intended purpose OBOVTIKWV QTTOKATATTACEWY, OTTWG OTEQAVIIV KAl YEQUPLIV.

Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

TAgIVOUNON TTPOIGVTOG Karnyopia lla

Product class Class lla

Baoiké UDI-DI ++EBGOCasting-alloysEY
Basic UDI-DI

KOIVOTTOINUEVO OpYQVIONO
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nupsupépyn
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TUV Rheinland LGA Products GmbH
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Germany

gfiuavon CE

p el Ce 0197
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™ BEGO

bg/en

EC peknapauusita 3a CbOTBETCTBUE
DECLARATION OF CONFORMITY

cbrnacHo npunoxedue |X, PEMMAMEHTU (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

C HacToALOTO Aeknapupame noa MbiHa OTrOBOPHOCT, Y& NPOAYKTUTE, M3OPOeHU No-4ony, OTroBapaT Ha
cboTBETHUTE OBLLW M3uckBaHuA 3a 6e3onacHoCT n AencTeme cbrinacHo ot PernamenT (EC) 2017/745 3a
MeAULMHCKUTEe U3OeNus 1 ca B CbOTBETCTBUE CbC

CMYCHKa C npunarasy cTaHgapTy

obwm cneundukaumn: n/a

pernameHTu: n/a
Hacroslata fgeknapauusi 3a CbOTBETCTBME € BanuaHa A0 M3TUYaHe Ha CpoKa Ha BanuAHOCT Ha
ceptudukara no PEIMAMEHT (EC) 2017/745 3a meavuMHCKUTE u3genus (perucrpaunoHeH Homep: HZ
1123799-1) n camo 3aeHO CbC CLOTBETHWUSA AOKYMEHT 3a ocBoBOXAaBaHe Ha napTugara.

We herewith declare under sole responsibility that the products listed below are in conformity with the
relevant general safety and performance requirements according to the Regulation (EU) 2017/745 on
Medical Devices and is in conformity with

the list of applied standards

Common specifications: n/a

Regulations: n/a
This declaration of conformity is valid until expiration of the Certificate REGULATION (EU) 2017/745 on

Medical Devices (Registration No.: HZ 1123799-1) and only together with the related batch release
document.

MpoussoguTenut BEGO Bremer Goldschlégerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1

28359 Bremen, 'epManusa /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

efluHEeH perucTpaunoHeH DE-MF-000005414

Homep (EPH)

Single Registration Number

(SRN)

npoayKroea rpyna Cnnas 3a neeHe oT 6naropogHy MeTanu

Name of product family Noble metal-based casting alloy

HanMeHoBaHue Ha npoaykra u AuroLloyd® M 61054

REF PlatinLIoyd® 100 61020

Name of products and REF PlatinLloyd® M 61009

MNpegHa3sHaueHue CnnaBeuTe 3a neeHe oT BnaropodHN MeTanu ca npegHasHayeHn 3a
Intended purpose n3paboTKa Ha feHTanHN Bb3CTaHOBABAHUA KaTo KOPOHKMU U MOCTOBE.

Noble metal-based casting alloys are intended for casting of dental
restorations such as crowns and bridges.

knacudukaums Ha npoaykra Knac lla

Product class Class lla

basoesusT UDI-DI ++EBGOCasting-alloysEY

Basic UDI-DI

HOTUMLUMPaHUSA OpraH TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2

Template ID: LEG-DoC-26-007 / 1 Page 21 of 22



bg/en

™ BEGO

90431 HropHGepr
epmaHua

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

mapkuposka CE
Marked

C€ 0197
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