EU-Konformitatserklarung

y. EU Declaration of conformity R
Ny DECLARACION UE DE CONFORMIDAD 3
Déclaration de conformité UE RODENSTOCK
Name of manufacturer Rodenstock GmbH / Eyewear

Elsenheimerstrasse 33
80687 Miinchen
Germany

Single Registration Number (SRN) DE-MF-000008583

We declare under sole responsibility that the product

Name of product Spectacles / Ready Readers

Rodenstock

Basic UDI-DI 4044709frames-mix-rimleJ6 / Q02100203

/ 4044709frames-mix-halfrD3 f Q02100203

EMDN Code 4044709frames-mix-fullrHB / Q02100203
4044709frames-pla-fullr92 / Q02100202
4044709reader-pla-fullrvg / Q0210030102
4044709reader-mix-fullr5L / Q0210030103

Nomenclature GMDN Code 32816

Risk class Class | — non sterile, no measuring function

Conformity assessment procedure pursuant to article 52 (7) for medical devices

conforms with the following regulations:

Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices

Complies with European standard EN 1ISO 12870 (Spectacles)
Complies with European standard EN 14139 (Ready Reader)

and conforms with the following regulations:

Regulation (EC) No 1907/2006 on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

We operate a systematic procedure to monitor the product after placing it on the market.
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