EU-Konformitatserklarung

EU Declaration of conformity R

DECLARACION UE DE CONFORMIDAD

Déclaration de conformité UE RODENSTOCK
Name des Herstellers Rodenstock GmbH / Eyewear

Elsenheimerstrasse 33
80687 Miinchen
Germany

Single Registration Number (SRN) DE-MF-000008583
Wir erklaren in alleiniger Verantwortung, dass das Produkt

Produktname Fertiglesebrillen

Rodenstock

Modelle siehe Anhang
ROD230213reader-mix-fullr

Basic UDI-DI 4044709reader-mix-fullr5L

Nomenklatur GNMDN Code 32816, EMDN Code Q0210030103
Risikoklasse Klasse | — nicht steril, keine Messfunktion
Konformitatsbewertungsverfahren gemaR Artikel 52 (7) fiir Medizinprodukte

den Bestimmungen der nachfolgenden Rechtsvorschrift entspricht:
Verordnung (EU) 2017/745 des Européischen Parlaments und des Rates tiber Medizinprodukte

Entspricht der Europaischen Norm EN 14139:2010-11

Wenn zutreffend: PSA Risikoklasse Il Blaufilterglas.

DIN CERTCO Gesellschaft fur #0196 EU-Baumusterpriifung (Modul B) gemaR Anhang V
Konformitétsbewertung mbH Konformitat mit dem Baumuster auf der Grundlage einer internen
Alboinstr. 56; D-12103 Berlin Fertigungskontrolle (Modul C) gem&f Anhang VI

Zertifikatsnummer C68450V/R0
Verordnung (EU) 2016/425

Entspricht der Europaischen Norm EN 166
und den Bestimmungen der nachfolgenden Rechtsvorschrift entspricht:

Verordnung (EG) Nr. 1907/2006 zur Registrierung, Bewertung, Zulassung und Beschrénkung chemischer Stoffe
(REACH)

Wir unterhalten ein systematisches Verfahren zur Uberwachung des Produktes nach dem Inverkehrbringen.

Munich, 13.02.2023

Place and date of issue Achim Kailer ]
Senior Quality Manager Eyewear Hegll of Business Unit Eyewear
MDR Responsable Person Vice President
Rodenstock Eyewear Rodenstock Eyewear
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EU-Konformitéatserkldrung

EU Declaration of conformity R

DECLARACION UE DE CONFORMIDAD

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 Ready Readers

Rodenstock

Models see Annex

ROD230213reader-mix-fullr

Basic UDI-DI 4044709reader-mix-fullr5L

Nomenclature GMDN Code 32816, EMDN Code Q0210030103
Risk class Class | — nonsterile, 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 14139:2010-11

If applicable: PPE risk class Il blue light filter lenses

DIN CERTCO Gesellschaft fur #0196 EU type-examination (module B) set out in Annex V
Konformitatsbewertung mbH Conformity to type based on internal production control (module C) set out
Alboinstr. 56; D-12103 Berlin in Annex VI

Certificate number C68450V/R0O
Regulation (EU) 2016/425

Complies with European standard EN 166
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.

M
.
Rodenstock GmbH { / 3
Elsenheimerstr. 33 \

£0687 Mingher
- (ww 0dgnstogk.com RODE \

Munich, 13.02.2023 Lol )y/gul/ ‘ NS
Place and date of issue Achim Kailer GiintHeyferrmann %

Senior Quality Manager Eyewear Head of Business Unit Eyewear

MDR Responsable Person Vice President

Rodenstock Eyewear Rodenstock Eyewear
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EU-Konformitatserklarung

EU Declaration of conformity
DECLARACION UE DE CONFORMIDAD
Déclaration de conformité UE

R

RODENSTOCK

C€

Nombre del fabricante Rodenstock GmbH / Eyewear

Elsenheimerstrasse 33
80687 Miinchen
Germany

Single Registration Number (SRN) DE-MF-000008583

Declaramos bajo responsabilidad tnica que el producto

Denominacion del producto Gafas de lectura pregraduadas

Rodenstock

Modelos véase anexo

ROD230213reader-mix-fullr
Basic UDI-DI 4044709reader-mix-fullr5L
Nomenclatura GMDN Code 32816, EMDN Code Q0210030103
Clase de riesgo Clase | — no estériles, sin funcion de medicién

Declaramos bajo responsabilidad Unica
que el producto

conforme al articulo 52 (7) para productos sanitarios

cumple con las disposiciones de las siguientes legislaciones:
Reglamento (UE) 2017/745 del Parlamento Europeo y del Consejo, sobre los productos sanitarios

Cumple con la norma europea EN 14139:2010-11

En su caso: PPE risk class Il lentes con filtro de luz azul

DIN CERTCO Gesellschaft fiir #0196
Konformitatsbewertung mbH
Alboinstr. 56; D-12103 Berlin

Regulation (EU) 2016/425

Cumple la norma europea EN 166

Examen de tipo UE (m6dulo B) segun el anexo V

Conformidad con el tipo basado en el control interno de la produccion
(médulo C) mencionado en el anexo VI.

Numero de certificado C68450V/R0

y cumple con las disposiciones de las siguientes legislaciones:

REGLAMENTO (CE) n°® 1907/2006 relativo al registro, la evaluacion, la autorizacion y la restriccion de las sustancias y

preparados quimicos (REACH)

Mantenemos un procedimiento sistematico para controlar el producto tras la comercializacion.

R

RODENS]

Rodenstock GmbH
Aimerstr. 33

Munich, 13.02.2023

0687 Ffﬂchen
.qf(!e rstoBkCemm
Achim Kailer”

Senior Quality Manager Eyewear
MDR Responsable Person
Rodenstock Eyewear

Place and date of issue

Giithér Herrmann\

Head of Business Unit Eyewear
Vice President

Rodenstock Eyewear

Dok: TPL-000006 Version 1 Template Status: Freigegeben

Autor: Kailer, Achim (KAILER)

Prufer: Bausewein, Anna (BAUSEWA)
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EU-Konformitatserklarung
c € EU Declaration of conformity
DECLARACION UE DE CONFORMIDAD
Déclaration de conformité UE RODENSTOCK

Nom du producteur Rodenstock GmbH / Eyewear
Elsenheimerstrasse 33
80687 Miinchen
Germany

Single Registration Number (SRN) DE-MF-000008583

Nous déclarons sous notre seule responsabilité, que le produit

Nom du produit Lunettes de lecture

Rodenstock

Modeéles voire Annexe

ROD230213reader-mix-fullr

Basic UDI-DI 4044709reader-mix-fullr5L
Nomenclature GMDN Code 32816, EMDN Code Q0210030103
Classe de risque Classe | — non stérile, sans fonction de mesure

Procédure d'évaluation de la conformité Conformément a l'article 52, (7) pour les dispositifs médicaux
Corresponds aux réglements de la:
Réglement (UE) 2017/745 du Parlement Européen et du Conseil relatif aux dispositifs médicaux

Conforme a la norme européenne EN 14139:2010-11

Si applicable: PPE risk class Il lentilles filtrant la lumiére bleue

DIN CERTCO Gesellschaft fur #0196 Examen de tipo UE (médulo B) segun el anexo V
Konformitatsbewertung mbH Conformidad con el tipo basado en el control interno de la produccion
Alboinstr. 56; D-12103 Berlin (mddulo C) mencionado en el anexo VI.

Numero de certificado C68450V/R0
Regulation (EU) 2016/425

Conforme a la norme européenne EN 166
et corresponds aux réglements de la:

Reéglement (CE) n o 1907/2006 concernant I'enregistrement, I'évaluation et I'autorisation des substances chimiques,
ainsi que les restrictions applicables a ces substances (REACH)

Nous effectuons une procédure systématique pour contréler le produit aprés I'avoir mis sur le marché.

{pdenstoc
- IsepfeimeYstr. 33
Munich, 13.02.2023 /ﬂb A-806 tinchen
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Place and date of issue Achim Kailer wiraeTsTockeom R O8 WE
Senior Quality Manager Eyewear ss Unit'Eyewear
MDR Responsable Person Vice President
Rodenstock Eyewear Rodenstock Eyewear
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EU-Konformitatserklarung

C€

EU Declaration of conformity
DECLARACION UE DE CONFORMIDAD

Déclaration de conformité UE

R

RODENSTOCK

Anhang / Annex / véase / Annexe

ROD230213reader-mix-fullr

ode P ateri i asi

R1426-A-5418-140-K000-E57-BL 31258774 4044709493998 RO-Reader/Blaufiter RO-RB-Metal Fullim  4044709frames-mix-fullrHB
R1426-B-5418-140-K000-E57-BL 31258775 4044709494001 RO-Reader/Blaufiter RO-RB-Metal Fullrim  4044709frames-mix-fullrHB
R2180-A-5117-145-K100-E60 31133220 4044709206291 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2180-A-5117-145-K150-E60 31133221 4044709206307 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullrsL
R2180-A-5117-145-K200-E60 31133222 4044709206314 RO-Ready Reader RO-RR-Metal Fulirim  4044709reader-mix-fullrbL.
R2180-A-5117-145-K250-E60 31133223 4044709206321 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullrbL
R2180-B-5117-145-K100-E60 31133224 4044709206338 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullrbL
R2180-B-5117-145-K150-E60 31133225 4044709206345 RO-Ready Reader RO-RR-Metal Fullrim  4044708reader-mix-fullr5L
R2180-B-5117-145-K200-E60 31133226 4044709206352 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fulir5L
R2180-B-5117-145-K250-E60 31133227 4044709206369 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2180-C-5117-145-K100-E60 31149115 4044709249465 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L
"2180-C-5117-145-K150-E60 31149116 4044709249472 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L
<2180-C-5117-145-K200-E60 31149117 4044709249489 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fulirsL
R2180-C-5117-145-K250-E60 31149118 4044709249496 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2180-E-5117-145-K100-E60 31174270 4044709309268 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2180-E-5117-145-K150-E60 31174271 4044709309275 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L.
R2180-E-5117-145-K200-E60 31174272 4044709309282 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.
R2180-E-5117-145-K250-E60 31174273 4044709309299 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fulirsl
R2180-F-5117-145-K100-E60 31230378 4044709426156 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fulirsL
R2180-F-5117-145-K150-E60 31230379 4044709426163 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.
R2180-F-5117-145-K200-E60 31230380 4044709426170 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2180-F-5117-145-K250-E60 31230381 4044709426187 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L.
R2180-G-5117-145-K100-E60 31230382 4044709426194 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.
R2180-G-5117-145-K150-E60 31230383 4044709426200 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L
R2180-G-5117-145-K200-E60 31230384 4044709426217 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fulirSL
R2180-G-5117-145-K250-E60 31230385 4044709426224 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.
R2180-H-5117-145-K100-E60 31230386 4044709426231 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullrbL.
R2180-H-5117-145-K150-E60 31230387 4044709426248 RO-Ready Reader RO-RR-Metal Fullrim -~ 4044709reader-mix-fullr5L
R2180-H-5117-145-K200-E60 31230388 4044709426255 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.

2180-H-5117-145-K250-E60 31230389 4044709426262 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullrbL
R2640-A-5417-145-K100-E60 31243245 4044709437787 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2640-A-5417-145-K150-E60 31243246 4044709437794 RO-Ready Reader RO-RR-Metal Fullim  4044708reader-mix-fullrsL
R2640-A-5417-145-K200-E60 31243247 4044709437800 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fulirsL
R2640-A-5417-145-K250-E60 31243248 4044709437817 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.
R2640-B-5417-145-K100-E60 31243249 4044709437824 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L.
R2640-B-5417-145-K150-E60 31243250 4044709437831 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L.
R2640-B-5417-145-K200-E60 31243251 4044709437848 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L.
R2640-B-5417-145-K250-E60 31243252 4044709437855 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2640-C-5417-145-K100-E60 31243253 4044709437862 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullr5L
R2640-C-5417-145-K150-E60 31243254 4044709437879 RO-Ready Reader RO-RR-Metal Fullim  4044709reader-mix-fullr5L
R2640-C-5417-145-K200-E60 31243255 4044709437886 RO-Ready Reader RO-RR-Metal Fulirim  4044709reader-mix-fullr5L
R2640-C-5417-145-K250-E60 31243256 4044709437893 RO-Ready Reader RO-RR-Metal Fullrim  4044709reader-mix-fullrsL.
R3311-A-5316-140-K000-E57-BL 31258777 4044709494025 RO-Reader/Blaufiter RO-RB-CAe  Fullim  4044709frames-mix-fullrHB
R3311-B-5316-140-K000-E57-BL 31258776 4044709494018 RO-Reader/Blaufilter RO-RB-CA Fullim  4044709frames-mix-fullrtHB
R3312-A-5317-140-K000-E57-BL 31258778 4044709494032 RO-Reader/Blaufiiter RO-RB-CA Fullim  4044709frames-mix-fullrHB
R3312-B-5317-140-K000-E57-BL 31258779 4044709494049 RO-Reader/Blaufiter RO-RB-CA Fullrim  4044709frames-mix-fullrHB
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