™ BEGO

KONFORMITATSERKLARUNG
DECLARATION OF CONFORMITY

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

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

der Liste der angewandten Normen

Gemeinsame Spezifikationen: n/a

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

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, Deutschiand /Germany
T. +49 421 2028-0
F. +49 421 2028-100
www.bego.com
Einmalige DE-MF-000005414
Registrierungsnummer
Single Registration Number
(SRN):
Produktfamilie Lot fur Edelmetall-Legierungen
Name of product family: Brazing material for noble metal alloys
Produktname und REF BEGO-Gold-Lot | 61017
Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081
PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand | 61038
PontoStar® G-Lot 61045
Zweckbestimmung Edelmetall-Létmaterialien sind Fillstoffe, bestimmt zum Loten von
Intended purpose: dentalen Restaurationen wie Kronen, Bricken sowie fir
metallkeramischen Zahnersatz.
Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.
Produktklassifizierung Klasse lla
Product class: Class lla
Basis UDI-DI ++EBGONoble-braz-matSH
Basic UDI-DI:
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™ BEGO

Benannte Stelle TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2

90431 Nirnberg

Deutschland

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

CE-K ich
Markee(rj’mzelc en c € 01 97

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 %%v éé_ [_/ (M

Ort, Datum "Steffen B6hm Dr. Ulrich Abend
Place, Date Managing Director (CPO) Person Responsible for Regulatory
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 (ndmero de registro: HZ 1123799-1); y Gnicamente 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 BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1

28359 Bremen, Alemania /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

numero de registro Gnico DE-MF-000005414
Single Registration Number
(SRN)
Familia de productos Material de aportacién para aleaciones con metales nobles
Name of product family Brazing material for noble metal alloys
nombre del producto y REF BEGO-Gold-Lot | 61017
Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081

PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand 61038

PontoStar® G-Lot 61045
Finalidad prevista Los materiales de soldadura de metales nobles son materiales de
Intended purpose relleno y estan previstos para la soldadura indirecta de restauraciones

dentales como coronas, puentes y protesis de metalo-ceramica.
Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.

Clasificacién del producto Clase lla

Product class Class lla

UDI-DI basico ++EBGONOoble-braz-matSH
Basic UDI-D/
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) BEGO

organismo notificado
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Alemania

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 I'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 matiere de sécurité et de performances conformément & du
Réglement (UE) 2017/745 relatif aux dispositifs médicaux et sont conformes aux
» normes appliquées listées,
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 BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Manufacturer 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 Matériau d’apport pour alliages précieux

Name of product family Brazing material for noble metal alloys

nom du produit et REF BEGO-Gold-Lot | 61017

Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081

PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand 61038

PontoStar® G-Lot 61045
Destination les produits de brasage a base de métaux précieux sont des charges
Intended purpose destinées au brasage de restaurations dentaires telles que les
couronnes, les bridges ainsi que les prothéses dentaires céramo-
métalliques.

Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.

Classe de produit Classe lla
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® BEGO

Product class

Class lla

IUD-ID de base
Basic UDI-DI

++EBGONoble-braz-matSH

Organisme notifié
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Niirnberg

Allemagne

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

CE-marque
Marked

C€ 0197
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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 Lot per leghe di metalli preziosi
Name of product family Brazing material for noble metal alloys
nome del prodotto e REF BEGO-Gold-Lot | 61017
Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081
PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand | 61038
PontoStar® G-Lot 61045
Destinazione d’'uso i materiali per la brasatura di metalli preziosi sono riempitivi indi cati
Intended purpose per la brasatura di restauri dentali come corone, ponti e protesi dentali
in metallo-ceramica.
Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.
classificazione del prodotto Classe lla
Product class Class Ila
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© BEGO

UDI-DI di base
Basic UDI-DI

++EBGONoble-braz-matSH

organismo notificato
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

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

uzskaititajiem attiecinamajiem standartiem

kopigas specifikacijas: n/a

regulas: n/a
ST atbilstibas deklaracija ir deriga Iidz sertifikdta REGULA (ES) 2017/745 par medicinas iericEém

(registracijas Nr.: HZ 1123799-1) derilguma 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 Goldschlagerei 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 Lodé&jamais materidls c€lmetalu sakaus&jumiem
Name of product family Brazing material for noble metal alloys
Produkta nosaukums un REF BEGO-Gold-Lot | 61017
Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081
PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand | 61038
PontoStar® G-Lot 61045
Paredzétais noliiks Ceélmetala lodéSanas materiali ir pildvielas, kas paredzétas tadu
Intended purpose dentalo restauraciju izgatavosanai ka kroni, tilti un metalkeramiskie
zobu aizvietotaji.
Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.
Produktu klasifikacija Klase lla
Product class Class lla

Template ID: LEG-DoC-26-006 / 1 Page 9 of 22



Iv/en

© BEGO

pamata UDI-DI
Basic UDI-DI

++EBGONoble-braz-matSH

pazinotajai struktlrai
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nirnberga

Vacija

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

CE- mark&jums
Marked

CE 0197
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™ BEGO

It/ en

ATITIKTIES DEKLARACIJO
DECLARATION OF CONFORMITY

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

Savo atsakomybe pareiSkiame, kad toliau iSvardyti gaminiai tenkina atitinkamus bendrosios saugos ir
veikimo reikalavimus, numatytus Medicinos prietaisy reglamento (ES) 2017/745 ir atitinka
i8vardytus 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 i§leidimo 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 BEGO Bremer Goldschldgerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1
28359 Bremen, Vokietija /Germany
T. +49 421 2028-0
F. +49 421 2028-100
www.bego.com
unikalyjj registracijos numerj DE-MF-000005414
Single Registration Number
(SRN)
produkiy grupé Lydmetalis tauriyjy metaly lydiniams
Name of product family Brazing material for noble metal alloys
produkto pavadinimas ir REF BEGO-Gold-Lot | 61017
Name of products and REF BEGO-Gold-Lot |I 61043
BegoStar®-Lot 61081
PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand | 61038
PontoStar® G-Lot 61045
Numatytoji paskirtis tauriyjy metaly litavimo medziagos yra uzpildai, skirti lituoti danty
Intended purpose restauracijas, tokias kaip karlinéles, tilteliusi, taip pat metalo
keramikos danty protezus.
Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.
Produkto klasifikacija Klaseé lla
Product class Class lla
Bazinis UDI-DI ++EBGONoble-braz-matSH
Basic UDI-DI
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It/en /
jsisteigusi notifikuotoji TUV Rheinland LGA Products GmbH
Notified Body Tillystrasse 2

90431 Niurnbergas
Vokietija
TUV Rheinland LGA Products GmbH
Tillystrasse 2
90431 Nuremberg
Germany
CE Zenklu
Marked 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

Ezuton kizarolagos felelésségiink tudataban kijelentjik, hogy az alabbiakban felsorolt termékek betartjak
az orvostechnikai eszk6z6krél sz6l6 (EU) 2017/745 meliékletében meghatarozott biztonsagossagra és
teljesitbképességre vonatkozé altalanos kdvetelményeknek, valamint

az alkalmazott szabvanyok listajanak

altalanos miiszaki adatok: n/a

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

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 BEGO Bremer Goldschiagerei Wilh. Herbst GmbH & Co. KG
Manufacturer 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)
Termékcsalad Forrasz nemesfém o6tvozetekhez
Name of product family Brazing material for noble metal alloys
terméknév és REF BEGO-Gold-Lot | 61017
Name of products and REF BEGO-Gold-Lot |l 61043
BegoStar®-Lot 61081
PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand | 61038
PontoStar® G-Lot 61045
Rendeltetés A nemesfem forrasztéanyagok olyan téltéanyagok, amelyeket
Intended purpose fogaszati restauraciok, mint példaul koronak, hidak és fémkeramia
fogpotlasok forrasztasara szantak.
Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.
Termékosztalyozas Osztaly lla
Product class Class lla
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alapvet6é UDI-DI-nek
Basic UDI-DI

++EBGONOoble-braz-matSH

bejelentett szervezet
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nirnberg

Németorszag

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

CE-jelolés
Marked

C€ 0197

Template ID: LEG-DoC-26-006 / 1

Page 14 of 22




© BEGO

pt/en

DECLARACAO DE CONFORMIDADE
DECLARATION OF CONFORMITY

De acordo com o anexo I1X, Regulamentos (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Declaramos, 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

especificagdbes comuns: n/a

regulamentos: n/a
Esta declarag@o 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 libertagdo 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

nimero Unico de registo DE-MF-000005414

Single Registration Number

(SRN)

Familia de produtos Solda para ligas de metais nobres

Name of product family Brazing material for noble metal alloys

nome de produto y REF BEGO-Gold-Lot | 61017

Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081

PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand 61038

PontoStar® G-Lot 61045
Finalidade Os materiais de soldadura de metais nobres sdo massas de enchi
Intended purpose mento, destinadas a soldadura de restauragbes dentarias como

coroas, pontes e préteses dentarias metaloceramicas.

Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.

Classe Classe lla

Product class Class lla
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UDI-DI basico
Basic UDI-DI

++EBGONOoble-braz-matSH

organismo notificado
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

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

|IZJAVO O SKLADNOSTI
DECLARATION OF CONFORMITY

V skladu s Prilogo 1X, 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 splodne
zahteve glede varnosti in u€inkovitosti v skladu s Uredbe (EU) 2017/745 o medicinskih pripomoékih 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 o UREDBI (EU) 2017/745 o medicinskih pripomockih
(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 BEGO Bremer Goldschlagerei Wilh. Herbst GmbH & Co. KG
Manufacturer Wilhelm-Herbst-Str. 1

28359 Bremen, Nem¢éija /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 Spajka za zlitine iz plemenitih kovin

Name of product family Brazing material for noble metal alloys

ime izdelka in REF BEGO-Gold-Lot | 61017

Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081

PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand 61038

PontoStar® G-Lot 61045
Predvidena uporaba Materiali za spajkanje iz plemenitih kovin so polnila, namenjena
Intended purpose spajkanju zobnih restavracij, kot so krone, mosti¢ki in kovinsko

kerami¢ne proteze.

Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.

razvrstitev izdelka Razred lla
Product class Class lla
Osnovni UDI-DI ++EBGONoble-braz-matSH
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© BEGO

Basic UDI-DI

prigladenega organa
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nirnberg

Nemdija

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

oznaka CE
Marked

C€ 0197
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dnAwon cupuépewong EE
DECLARATION OF CONFORMITY

clygwva e 1o TTapaptnua IX, KANONIZMOI (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

Me 10 TTapPOV BNAWVOUNE HE ATTOKAEIOTIKA MOG €uBUVN OTI TA TTPOIGVTA TTOU QVaPEPOVTAl TTAPAKATW
CUHHOPQWYVOVTAI TIG OXETIKEG YEVIKEG OTTAITACEIG AoPAAEIag Kal £TIS6CEWY oUUQWVA UE Tou Kavoviopol
(EE) 2017/745 yia Ta 1aTPOTEXVOAOYIKG TTPOIOVTA KAl Eival CUUPUVES WE

TOV KATAAOYO TWYV EQAPHOCONEVIIV TTPOTUTTWV

KOIVEG TTpodIaypagég: n/a

TOUg KavoviopoUg: n/a

H trapouca dfiAwen cuppdpewong IoxUel LEXP! TN AREN Tou MioToTroINTIKOU GUu@Wva pe Tov KANONIZMO
(EE) 2017/745 yia Ta 1arpoTexvoAoyikd Trpoiovta (Apif. TpwTokOAAou: HZ 1123799-1) kai pévo ot
OUVBUOOHO PE TO OXETIKO £yypago ammodETUEUTNS TTOPTIOWY.

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.

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

28359 Bremen, l'eppavia /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

gvidio apiBpd karaxwpiong DE-MF-000005414

Single Registration Number

(SRN)

OIKOYEVEIQ TTPOIOVTW ZUYKOAANTIKS KpAHO YIa KPAUOTO EUYEVWOV HETGAAWY

Name of product family Brazing material for noble metal alloys

dvopa TpoidvTog kal REF BEGO-Gold-Lot | 61017

Name of products and REF BEGO-Gold-Lot Il 61043
BegoStar®-Lot 61081

PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand 61038

PontoStar® G-Lot 61045
MpoBAetTduEVn Xpron Ta Kpapata cuykOAANGNG EUYEVWDY HETAAAWY ATTOTEAOUV TTANPWTIKA
Intended purpose TTOU TTPOOPICOVTal YIA TNV ETEPOYEVI] CUYKOAANON OSOVTIKWY QTTOKA

TOOTACEWY, OTTWG OTEQAVWV, YEQUPWV, KABWGS KAl HETAAAOKEPAMIKWY
0doVTIKWVY TTPOCBETEWY.

Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.

Tagivouncn Tpoidvrog Karnyopia la

Product class Class lla
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) BEGO

Baoiké UDI-DI
Basic UDI-DI

++EBGONoble-braz-matSH

KOIVOTTOINUEVO OPYQaVIOHO
Notified Body

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 NupeuBépyn

Fepuavia

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

ofuavon CE
Marked

C€ 0197
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EC neknapauusita 3a CbOTBETCTBUE
DECLARATION OF CONFORMITY

cbrnacHo npunoxexwue IX, PETNMAMEHTW (EU) 2017/745
according to annex IX, Regulation (EU) 2017/745

C HacToswoTo Aeknapupame noj MbiHa OTrOBOPHOCT, Ye NpoAyKTUTe, U3GPOeHU No-40NY, OTrOBapPST Ha
CbOTBETHUTE 06K U3MCKBAHMA 3a 6e30NacHOCT U AeicTBUe cbrmacHo oT PernameHT (EC) 2017/745 3a
MeOULIMHCKUTe U3aenusa 1 ca B CbOTBETCTBUE CbC

CrucHbKa C npunaraHu ctaHaapTu

»  06wWu cneundukaumm: n/a

pernameHTu: n/a
HacTosiwata geknapauus 3a CbOTBETCTBME € BanuiHa A0 M3TUYaHE Ha CpoKa Ha BanwaHOCT Ha
cepTudukara no PEMMAMEHT (EC) 2017/745 3a MeavLuHCKUTE M3aenus (peructpaumoHeH Homep: HZ
1123799-1) n camo 3aefHO CbC CbOTBETHWUS JOKYMEHT 3a ocBObOX/AaBaHe Ha napTuaara.

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

28359 Bremen, N'epmanusa /Germany

T. +49 421 2028-0

F. +49 421 2028-100

www.bego.com

efINHeH perncTpaunoHeH DE-MF-000005414

Homep (EPH)

Single Registration Number

(SRN)

npoAyKToBa rpyna Mpunoi 3a cnnasu oT GnaropoaHu MeTanm
Name of product family Brazing material for noble metal alloys
HauMeHOBaHWe Ha NpogykTa u BEGO-Gold-Lot | 61017
REF BEGO-Gold-Lot II 61043
Name of products and REF BegoStar®-Lot 61081

PontoRex®-Lot nach dem Brand | 61039
PontoRex®-Lot vor dem Brand 61038

PontoStar® G-Lot 61045
MpegHasHaueHue MpunoiHuTe Matepuanu oT 6naropogHW MeTanu ca fbIHUTENN,
Intended purpose npegHasHa4YeHn 3a 3anosBaHe Ha OeHTanHW Bb3CTaHOBSABaHWSA, KaTo

KOPOHKW, MOCTOBE N MeTanokepaMn4yHu NpoTe3au.

Noble metal-based brazing materials are filler materials and intended
for brazing of dental restorations such as crowns, bridges as well as
metal-ceramic restorations.

knacudukaumsa Ha npoaykra Knac lla

Product class Class lla
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BasosusaTt UDI-DI
Basic UDI-DI

++EBGONOoble-braz-matSH

HOTUULMPaHUsA opraH
Notified Body

TOV Rheinland LGA Products GmbH
Tillystrasse 2

90431 HiopHbepr

epmaHus

TUV Rheinland LGA Products GmbH
Tillystrasse 2

90431 Nuremberg

Germany

mapkuposeka CE
Marked

C€ 0197
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