 Boglaubigte Abschrif
EU Certificate Db

Quality Management System |
REGULATION (EU) 2017/745 on Medical Devices, Annex IX Chapter |,
Section 2 and 3 and Chapter i

Registration No.: HZ 1128082-1

TUVRheinland

Kulzer GmbH
Leipziger Str. 2
63450 Hanau
Germany
EUDAMED Single DE-MF-000007705
Registration No.: ;

Manufacturer:

Products: Products of class lla:
|

Q010101 - DENTAL RESTORATION DEVICES ‘

Q010699 - MATERIALS FOR THE PREPARATION OF CUSTOM-MADE DENTAL

DEVICES - OTHER

Q010201 - DENTAL IMPRESSION MATERIALS

Q010601 - DENTAL ALLOYS

Q010104 - DENTAL PROCEDURE DEVICES - VARIOUS

Q019008 - DENTINAL DESENSITISERS

Authorised
representative(s): N/A

E

|

' 1

Certificate history 1
\

|

Revision: Description: Issue date:
1 Initial [ssuing 2021-12-20
2 Extension and adjustment of scope 2022-08-11
3 Scope extension 2022-11-14

The Notified Body hereby declares that the requirements of Annex IX, Chapter |, Section 2 and 3 of the
REGULATION (EU) 2017/745 have been met for the listed products. The above named manufacturer
has established and applies a quality management system, which is subject to periodic surveillance,
defined by Annex IX, Chapter [, Section 3 of the aforementioned regulation. The requirements of Annex
IX, Chapter lll are fulfilled. if class lil devices or class llIb implantable devices referred to in the second
subparagraph of Article 52(4) are covered by this certificate an EU technical documentation assessment
certificate according to Chapter Il, Section 4.9 is required before placing them on the market.

Repart No.: 1119127-10

Effeétive date: 2022-11-14
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TUV Rheinland LGA Products GmbH is a Notified Body according to REGULATION (EU) 2017/745 concerning
medical devices with the identification number 0197,
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Die wortliche Ubereinstimmung umstehender Abschrift mit der mir vorliegenden Urschrift
beglaubige ich.

Hanau, den 11.05.2023

et

Denis Schultheis, Notar

Die Echtheit vorstehender Unterschrift des
Notars Denis Schultheis

und die Echtheit des beigedriickten
Dienststempels/Dienstsiegels werden hiermit
bestatigt.

Zugleich wird bescheinigt, dass die/der
Vorgenannte zur Vornahme der Amtshandlung
befugt war.

Hanau, den 23. Mai 2023
Der Prasident des %andgerichts

Richteé‘%




