ZVDW

1310-Form-406-[6]

DECLARATION OF CONFORMITY

KONFORMITATSERKLARUNG

LEGAL MANFACTURER
NAME, ADDRESS

Name und Adresse des Herstellers

SINGLE REGISTRATION NUMBER (SRN)

Registrierungsnummer des Herstellers

AUTHORIZED REPRESENTATIVE NAME,
ADDRESS

Name und Adresse des Reprasentanten

PRODUCT GROUP
Produkfgruppe

PRODUCT NAME / MD NOMENCLATURE
Produktbezeichnung / MP Nomenklatur

RISK CLASS

Risikoklasse

CATALOG (SKU) NUMBER OR BASIC
UDI-DI

Artikelnummer oder Basic UDI-DI

COMMON SPECIFICATION
Spezifikation

NOTIFIED BODY NAME

Name der Benannten Stelle

NOTIFIED BODY IDENTIFICATION
NUMBER

Identifikation der Benannten Stelle

APPLICABLE EU LEGISLATIONS &
CONFORMITY ASSESSMENT
PROCEDURE

Konformitatsbewertungsverfahren

VDW GmbH

Bayerwaldstralle 15
81737 Munchen / Munich
Deutschland / Germany

DIMDI Registration Number: DE/0000029227

N/A

Accessories for root canal treatment

GUTTAFUSION Size Verifiers
Perma-tex Insertion tool

Product Name GMDN
GUTTAFUSION Size Verifiers N/A
Perma-tex Insertion tool N/A

GUTTAFUSION Size Verifiers: Class |, Rule 5
Perma-tex Insertion tool: Class |, Rule 6

Please refer to PRODUCT LIST - ATTACHMENT

UMDNS
N/A
N/A

Technical documentation is available as paper version on file

TUV SUD Product Service GmbH
Ridlerstr. 65

80339 Munchen / Munich

CE 0123

[X] MDD 93/42/EWG, Amendment 2007/47/EEC.
Annex VII

[] MDR 2017/745
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KONFORMITATSERKLARUNG

CERTIFICATE(S) ISSUED, N/A
Ausstellung des Zertifikats

CERTIFICATE(S) VALIDITY DATE N/A
Giiltigkeitsdatum des Zertifikats

STATEMENT OF DECLARATION

STELLUNGNAHME DER ERKLARUNG

THIS DECLARATION OF CONFORMITY IS ISSUED UNDER THE SOLE RESPONSIBILITY OF THE
MANUFACTURER AND CONFORMS TO ALL APPLICABLE REGULATIONS AND COMMON
SPECIFICATION.

NAME, TITLE, FUNCTION Petra Altmann-Peichl, Director QA/RA

J.ﬂ"’ .Vr,mqia
/1) ,“f’
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PLACE, DATE OF ISSUE W .05.2021
VALIDITY DATE Please see: CERTIFICATE(S) VALIDITY DATE
REV. Nr. 02
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PRODUCT LIST - ATTACHMENT:
CATALOG(SKU) NUMBER OR BASIC UDI-DI (Artikelnummer oder Basic UDI-DI)

Product name SKU

GUTTAFUSION Size Verifiers V041508000020
V041508000025

V041508000030
V041508000035
V041508000040
V041508000045
V041508000050
V041508000055
V041508000305
V040005000506

Perma-tex Insertion tool >progress< V040902000001
V040902000002

V040902000003

Perma-tex Insertion tool >active< V040904000001
V040904000002
V040904000003

Seite 3von 3



