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C)

Hersteller/ Manufacturer:

EU-Konformitatserklarung
EU Declaration of conformity

VITA Zahnfabrik H. Rauter GmbH & Co. KG
Spitalgasse 3, 79713 Bad Sackingen, Germany

Produkt/ Product:

Basis-UDI-DI /
Basic UDI-DI:

Gemeinsame Spezifikation /
Common specification:

SRN:

Klassifizierung / Regel /
Classification / Rule:

Zweckbestimmung /
Intended purpose:

Zertifikat / Cetrtificate:

Benannte Stelle /
Notified body:

Konfomitatsbewertungs-
verfahren /
Conformity assessment
procedure:

VITA SUPRINITY® PC
++J017CC3Q2

DE-MF-000005906

lla / Regel 8 (gemal Anhang 8)
lla / Rule 8 (according to Annex 8)

VITA SUPRINITY PC Produkte sind keramische Materialien
fur dentale Behandlungen.

VITA SUPRINITY PC products are ceramic materials for
dental treatments.
50069-60-03-00

DEKRA Certification GmbH
HandwerkstralRe 15, 70565 Stuttgart, Germany
(Kennnummer / Identification number 0124)

Anhang IX, Kapitel | und Il der Verordnung (EU) 2017/745
Annex IX, Chapter | and Il of Regulation (EU) 2017/745

Hiermit erklaren wir in alleiniger Verantwortung, dass sich das oben genannte Medizinprodukt
im Einklang mit der Verordnung (EU) 2017/745 befindet.

We hereby declare under our sole responsibility that the above-mentioned medical device is in
compliance with the Regulation (EU) 745/2017.

Bad Sackingen, 12.10.2026

Muller, Sindy
Person Responsible for Regulatory
Compliance (PRRC)

Dieses Schreiben wurde maschinell erstellt und enthalt eine elektronische Unterschrift.

This letter was automatically generated and contains an electronic signature.

Gultig bis / Valid until: 11.10.2031
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™

Fabricant / Fabbricante:

Déclaration de conformité UE
Dichiarazione di conformita UE

VITA Zahnfabrik H. Rauter GmbH & Co. KG
Spitalgasse 3, 79713 Bad Sackingen, Germany

Produit / Prodotto:

IUD-ID de base /
UDI-DI di base:

Spécifications communes /
Specifiche comuni:

SRN:

Classification / Régle /
Classificazione / Regola:

Destination /
Destinazione d'uso:

Certificats / Certificato:

Organisme notifié /
Organismo notificato:

Procedure d'évaluation de la

conformité /
Procedura di valutazione
della conformita:

VITA SUPRINITY® PC
++J017CC3Q2

DE-MF-000005906

lla / Régle 8 (conformément a Anexe 8)
lla / Regola 8 (secondo Allegato 8)

Les produits VITA SUPRINITY PC sont des matériaux
céramique pour traitements dentaires.

I prodotti VITA SUPRINITY PC sono materiali ceramici per
trattamenti dentali.

50069-60-03-00

DEKRA Certification GmbH
HandwerkstralRe 15, 70565 Stuttgart, Germany
(Numéro d'identification / numero di identificazione 0124)

Anexe IX, Chapitre | et lll du Réglement (UE) 2017/745
Allegato IX, Capo I e Il della Regolamento (UE) 2017/745

Nous déclarons par la présente, sous notre seule responsabilité, que le dispositif médical
susmentionné est conforme a I'annexe | du réglement UE 745/2017.

Con la presente dichiariamo sotto la nostra esclusiva responsabilita che il suddetto dispositivo
medico é conforme all'allegato | del regolamento UE 745/2017.

Bad Sackingen, 12.10.2026

Muller, Sindy

Person Responsible for Regulatory
Compliance (PRRC)

Cette lettre a été créée par machine et contient une signature électronique.

Questa lettera ¢ stata creata dalla macchina e contiene una firma elettronica.

Valide jusqu’au / Valido fino: 11.10.2031
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(es)  Declaracion UE de conformidad
Declaracdo UE de conformidade

Fabricante / Fabricante: VITA Zahnfabrik H. Rauter GmbH & Co. KG
Spitalgasse 3, 79713 Bad Sackingen, Germany

Product / Produto: VITA SUPRINITY® PC
UDI-DI basico / ++J017CC3Q2
UDI-DI basico:

Especificaciones comunes /
Especificagbes comuns:

SRN: DE-MF-000005906

Clasificacion / Regla / Ila/ Regla 8 (segun Anexo 8)

Classificagéo / Regra: lla / Regra 8 (segundo Anexo 8)

Finalidad prevista / | prodotti VITA SUPRINITY PC sono materiali ceramici per
Finalidade prevista: trattamenti dentali.

I prodotti VITA SUPRINITY PC sono materiali ceramici per
trattamenti dentali.

Certificado / Certificado: 50069-60-03-00
Organismo notificado / DEKRA Certification GmbH
Organismo notificado: Handwerkstral3e 15, 70565 Stuttgart, Germany

(numero de identificacién / numero de identificagédo 0124)

Procedimiento de evaluacion  Anexo IX, Capitulo | y Il de Reglamento (UE) 2017/745
de la conformidad / Anexo IX, Capitulo | e Ill do Regulamento (UE) 2017/745
Procedimento de avaliagcdo

da conformidade:

Por la presente declaramos, bajo nuestra exclusiva responsabilidad, que el producto sanitario
arriba mencionado cumple con el anexo | del Reglamento UE 745/2017.

Declaramos sob a nossa exclusiva responsabilidade que o dispositivo médico acima
mencionado esta em conformidade com o Anexo | do Regulamento da UE 745/2017.

Bad Sackingen, 12.10.2026

Muller, Sindy
Person Responsible for Regulatory
Compliance (PRRC)

Esta carta fue creada por la maquina y contiene una firma electrénica.
Esta carta foi criada por maquina e contém uma assinatura eletrénica. Valido hasta / Valido até: 11.10.2031
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(sD) EU-izjava o skladnosti
(W) ES atbilstibas deklaracija

Proizvajalec / Razotajs: VITA Zahnfabrik H. Rauter GmbH & Co. KG
Spitalgasse 3, 79713 Bad Sackingen, Germany

Izdelek / Produkts: VITA SUPRINITY® PC

Osnovni UDI-DI / ++J017CC3Q2
Pamata UDI-DI:

Skupna specifikacija /

Kopiga specifikacija:

SRN: DE-MF-000005906

Klasifikacija / pravilo / Ila / Pravilo 8 (v skladu s Prilogo 8)

Klasifikacija / Noteikums: lla / 8. noteikums (saskana ar 8. pielikumu)

Namen / Izdelki VITA SUPRINITY PC so keramiéni materiali za

Paredzétais lietojums: dentalne obravnave.
VITA SUPRINITY PC produkti ir keramikas materiali
izmantoSanai zobarstnieciba.

Certifikat / Sertifikats: 50069-60-03-00

Priglaseni organ / DEKRA Certification GmbH

Pilnvarota iestade: HandwerkstralRe 15, 70565 Stuttgart, Germany
(KarakteristiCna Stevilka / identifikacijas numurs 0124)

Postopek ocenjevanja Priloga IX, poglaviji | in Il Uredbe (EU) 2017/745 Annex IX

skladnosti / ;

. m s Anexo IX, Capitulo | y lll de Reglamento (UE) 2017/745
’;\fggzggfas fnovertesanas Regulas (ES) 2017/745 IX pielikums, | un lll nodala

Na lastno odgovornost izjavljamo, da je zgoraj naveden medicinski pripomocek v skladu z
Uredbo (EU) 2017/745.

Uznemoties pilnu atbildibu, ar So més apliecinam, ka iepriek§ minéta mediciniska ierice atbilst
Regulai (ES) 2017/745.

Bad Sackingen, 12.10.2026

Muller, Sindy
Person Responsible for Regulatory
Compliance (PRRC)

Dopis je bil pripravljen strojno in vsebuje elektronski podpis.
Véstule ir sastadita automatiski un parakstita ar elektronisko parakstu. Velja do / Derigs lidz: 11.10.2031
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AB Uygunluk Beyani

Uretici VITA Zahnfabrik H. Rauter GmbH & Co. KG
Spitalgasse 3, 79713 Bad Sackingen, Germany

Uriin / Product: VITA SUPRINITY® PC

Temel -UDI-DI ++J017CC3Q2

Ortak Spesifikasyon -

SRN: DE-MF-000005906

Siniflandirma / Kural:

Kullanim amaci:

Sertifika:

Onaylanmis kurulus:

Uygunluk degerlendirme

proseduru:

Ila / Kural 8 (Ek 8'e gbre)

VITA SUPRINITY PC Urlnleri, dis tedavisi icin kullanilan
seramik materyallerdir.

50069-60-03-00

DEKRA Certification GmbH
Handwerkstralde 15, 70565 Stuttgart, Germany
(Kimlik numarasi 0124)

2017/745 (AB) sayih Yonetmelik, Ek IX, Bolum | ve IlI

Yegane sorumlulugumuzda, yukarida belirtilen tibbi cihazin 745/2017 (AB) sayili Yénetmelige

uygun oldugunu beyan ederiz.

Yazi makineyle hazirlandi ve elektronik bir imza igerir.

Bad Sackingen, 12.10.2026

Muller, Sindy
Person Responsible for Regulatory
Compliance (PRRC)

Su tarihe kadar gegerlidir: 711.70.2031
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Anhang | zur EU-Konformitatserklarung
Annex | to EU Declaration of conformity
Annexe | de la Déclaration de conformité UE
Allegato | della Dichiarazione di conformita UE
Anexo | de la Declaracién UE de conformidad
Anexo | da Declaracao UE de conformidade
Priloga | k EU-izjavi o skladnosti

ES atbilstibas deklaracijas | pielikums

AB Uygunluk Beyani, Ek |

VITA SUPRINITY® PC

Artikelnr. / Item No. / Beschreibung / Description / Descrizione / Description /

Cod art. /

Num d’article /
N.°art. / N° de artigo /
St. Artikla / Artikula nr.

Descripcion / Descrigao / Opis / Apraksts / Agiklama

/ Madde No.

EC4S010130 VITA SUPRINITY PC for CEREC/inLab, A1-HT, PC-14, 5 pcs.
EC4S010131 VITA SUPRINITY PC for CEREC/inLab, A2-HT, PC-14, 5 pcs.
EC4S010132 VITA SUPRINITY PC for CEREC/inLab, A3-HT, PC-14, 5 pcs.
EC4S010133 VITA SUPRINITY PC for CEREC/inLab, A3.5-HT, PC-14, 5 pcs.
EC4S010136 VITA SUPRINITY PC for CEREC/inLab, B2-HT, PC-14, 5 pcs.
EC4S010140 VITA SUPRINITY PC for CEREC/inLab, C2-HT, PC-14, 5 pcs.
EC4S010143 VITA SUPRINITY PC for CEREC/inLab, D2-HT, PC-14, 5 pcs.
EC4S010101 VITA SUPRINITY PC for CEREC/inLab, OM1-HT, PC-14, 5 pcs.
EC4S010104 VITA SUPRINITY PC for CEREC/inLab, 1M1-HT, PC-14, 5 pcs.
EC4S010105 VITA SUPRINITY PC for CEREC/inLab, 1M2-HT, PC-14, 5 pcs.
EC4S010109 VITA SUPRINITY PC for CEREC/inLab, 2M2-HT, PC-14, 5 pcs.
EC4S010116 VITA SUPRINITY PC for CEREC/inLab, 3M2-HT, PC-14, 5 pcs.
EC4S010123 VITA SUPRINITY PC for CEREC/inLab, 4M2-HT, PC-14, 5 pcs.
EC4S010030 VITA SUPRINITY PC for CEREC/inLab, A1-T, PC-14, 5 pcs.
EC4S010031 VITA SUPRINITY PC for CEREC/inLab, A2-T, PC-14, 5 pcs.
EC4S010032 VITA SUPRINITY PC for CEREC/inLab, A3-T, PC-14, 5 pcs.
EC4S010033 VITA SUPRINITY PC for CEREC/inLab, A3.5-T, PC-14, 5 pcs.
EC4S010036 VITA SUPRINITY PC for CEREC/inLab, B2-T, PC-14, 5 pcs.
EC4S010040 VITA SUPRINITY PC for CEREC/inLab, C2-T, PC-14, 5 pcs.
EC4S010043 VITA SUPRINITY PC for CEREC/inLab, D2-T, PC-14, 5 pcs.
EC4S010001 VITA SUPRINITY PC for CEREC/inLab, OM1-T, PC-14, 5 pcs.
EC4S010004 VITA SUPRINITY PC for CEREC/inLab, 1M1-T, PC-14, 5 pcs.
EC4S010005 VITA SUPRINITY PC for CEREC/inLab, 1M2-T, PC-14, 5 pcs.
EC4S010009 VITA SUPRINITY PC for CEREC/inLab, 2M2-T, PC-14, 5 pcs.
EC4S010016 VITA SUPRINITY PC for CEREC/inLab, 3M2-T, PC-14, 5 pcs.
EC4S010023 VITA SUPRINITY PC for CEREC/inLab, 4M2-T, PC-14, 5 pcs.
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EN1S04024445 VITA SUPRINITY PC UNIVERSAL, OM1-HT, PC-14, 5 pcs.
EN1S04364445 VITA SUPRINITY PC UNIVERSAL, A1-HT, PC-14, 5 pcs.
EN1S04374445 VITA SUPRINITY PC UNIVERSAL, A2-HT, PC-14, 5 pcs.
EN1S04384445 VITA SUPRINITY PC UNIVERSAL, A3-HT, PC-14, 5 pcs.
EN1S04394445 VITA SUPRINITY PC UNIVERSAL, A3.5-HT, PC-14, 5 pcs.
EN1S04424445 VITA SUPRINITY PC UNIVERSAL, B2-HT, PC-14, 5 pcs.
EN1S04464445 VITA SUPRINITY PC UNIVERSAL, C2-HT, PC-14, 5 pcs.
EN1S04494445 VITA SUPRINITY PC UNIVERSAL, D2-HT, PC-14, 5 pcs.
EN1S03024445 VITA SUPRINITY PC UNIVERSAL, OM1-T, PC-14, 5 pcs.
EN1S03364445 VITA SUPRINITY PC UNIVERSAL, A1-T, PC-14, 5 pcs.
EN1S03374445 VITA SUPRINITY PC UNIVERSAL, A2-T, PC-14, 5 pcs.
EN1S03384445 VITA SUPRINITY PC UNIVERSAL, A3-T, PC-14, 5 pcs.
EN1S03394445 VITA SUPRINITY PC UNIVERSAL, A3.5-T, PC-14, 5 pcs.
EN1S03424445 VITA SUPRINITY PC UNIVERSAL, B2-T, PC-14, 5 pcs.
EN1S03464445 VITA SUPRINITY PC UNIVERSAL, C2-T, PC-14, 5 pcs.
EN1S03494445 VITA SUPRINITY PC UNIVERSAL, D2-T, PC-14, 5 pcs.
EC4S0SSV1 VITA SUPRINITY® PC Sample Set A1-T / A1-HT
EC4S0SS1V1 VITA SUPRINITY® PC Sample Set A2-T / A2-HT
EC4SOSTSETC3D | VITA SUPRINITY® PC Starter Set clinical VITA SYSTEM 3D-MASTER®
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