c € EU-Konformitatserklarung

Document No.
2025-04-16_spectacleframes_de

DE

Brillenmann®

Name des Herstellers BM-Eyewear GmbH & Co. KG
MollenbachstraRe 6
71229 Leonberg
GERMANY

Single-Registration-Number (SRN) DE-MF-000023069
Wir erklaren in alleiniger Verantwortung, dass das Produkt

Produktname Korrektionsfassungen / Modelle siehe Anhang

Marken: K16 / Sim-Sala-Bim / PASS / +choc- / XXL / Xclusiv /Onda

Basic UDI-DI 4099911frames_mix_fullvX
Nomenklatur GMDN Code 32816
EMDN Code Q02100203
Risikoklasse Klasse | = nicht steril, keine Messfunktion
Konformitatsbewertungsverfahren GemaR Artikel 52 (7) fiir Medizinprodukte

den Bestimmungen der nachfolgenden Rechtsvorschriften entspricht:
Verordnung (EU) 2017/745 des Europdischen Parlaments und des Rates liber Medizinprodukte.

Verordnung (EG) Nr. 1907/2006 zur Registrierung, Bewertung, Zulassung und Beschrankung chemischer Stoffe (REACH)
Entspricht der Europdischen Norm EN ISO 12870

Wir unterhalten ein systematisches Verfahren zur Uberwachung des Produktes nach dem Inverkehrbringen.
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Ort und Dattd Her Ausstellung Geschiftsfeitung // MDR VeraptWwortliche Person
Ana Teixe|ra Joao Tejxeira




c € EU Decleration of conformity

Document No.
2025-04-16_spectacleframes_en

EN

Brillenmann®

Manufacturer BM-Eyewear GmbH & Co. KG
Mollenbachstrale 6
71229 Leonberg
GERMANY

Single-Registration-Number (SRN) DE-MF-000023069
We declare under sole responsibility that the products

Produktname Spectacle Frames / Models see appendix

Marken: K16 / Sim-Sala-Bim / PASS / +choc- / XXL / Xclusiv /Onda
Basic UDI-DI 4099911frames_mix_fullvVX
Nomenclature GMDN Code 32816

EMDN Code Q02100203

Risk Class Class | —non sterile, no meassuring functions

Conformaty 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.

Regulation (EC) No 1907/2006 on the Registration, Evaluation, Authorization and Restriction of Chemicals (REACH)
Complies with European standard EN ISO 12870

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

| conbea Jo H.AC| 1\ A

Date and Locaﬁd’n J CEO / MDR Respghsible Person
Ana TJ{i}(eira { Joao Tepleira
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c € EU Decleration of conformity

Document No. PT
2025-04-16_spectacleframes_pt

Brillenmann®

Manufacturer BM-Eyewear GmbH & Co. KG
MollenbachstraRe 6
71229 Leonberg
GERMANY

Single-Registration-Number (SRN) DE-MF-000023069
Declaramos, sob nossa inteira responsabilidade, que o produto

Nome do produto Armacoes de dculos / Modelos, ver anexo

Marken: K16 / Sim-Sala-Bim / PASS / +choc- / XXL / Xclusiv /Onda
Basic UDI-DI 4099911frames_mix_fullVX
Nomenclatura GMDN Code 32816

EMDN Code Q02100203
Classe de risco Classe | — ndo esterilizados, sem fungio de medicio
Procedimentos de avaliagao da de acordo com o artigo 52.2 (7) para dispositivos médicos

conformidade

as disposicdes das seguintes regulamentagdes:

Regulamento (UE) 2017/745 do Parlamento Europeu e do Conselho relativo aos dispositivos médicos
Regulamento (CE) n.2 1907/2006 relativo ao registo, avaliagdo, autorizagio e restricio de substancias quimicas
Satisfaz a norma europeia EN ISO 12870

Mantemos um procedimento sistemdtico de acompanhamento do produto apds a colocagao no mercado.

leooear , Jo.0¥2S q Uﬂ Q é

Date and Loeatfon MDR Responsible Person
Ana Tei Jogb Teixeira
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c € EU Decleration of conformity

Document No. (o4
2025_03_21_spectacleframes_cz

Brillenmann®

Jméno vyrobce BM-Eyewear GmbH & Co. KG
MollenbachstraRe 6
71229 Leonberg
GERMANY

Single-Registration-Number (SRN) DE-MF-000023069

Prohladujeme na vlastni odpovédnost, ze vyrobek

nazev vyrobku Spectacle Frames / Models see appendix
Marken: K16 / Sim-Sala-Bim / PASS / +choc- / XXL / Xclusiv /Onda
Basic UDI-DI 4099911frames_mix_fullVX
Nomenklatura GMDN Code 32816
EMDN Code Q02100203
Trida rizika Trida | — nesterilni, Zadna mérici funkce

Postupy posuzovani shody podle ¢lanku 52 (7) pro lékarské vyrobky

odpovida ustanovenim nasledujicich pravnich predpist:

Narizeni Evropského parlamentu a Rady (EU) 2017/745 ze o zdravotnickych prostfedcich
Rady (ES) €. 1907/2006 o registraci, hodnoceni, povolovani a omezovani chemickych latek (REACH)
Odpovida Evropské normé EN ISO 12870

Mdme systematicky zpusob kontroly vyrobku po uvedeni do prodeje.

:
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Date and Locati (0] MDR Res$ponsible Person
Ana Teixeira Joao Jeixeira




BM Eyewear GmbH & Co. KG

Appendix File | nach MDR 22017/745

Stand 16.04.2025

Artikel Artikelgruppe Artikelart Basic UDI-DI UDI-DI EMDN-Code
C575-843 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010587 Q02100202
C575-844 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010594 Q02100202
C578-852 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010624 Q02100202
C578-854 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010631 Q02100202
C632-116 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010648 Q02100202
C632-117 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010655 Q02100202
C633-118 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010679 Q02100202
C633-119 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010754 Q02100202
C633-120 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010761 Q02100202
C635-126 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010860 Q02100202
C637-130 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010877 Q02100202
C651-172 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010884 Q02100202
C651-173 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010891 Q02100202
C651-174 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010907 Q02100202
C652-175 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010945 Q02100202
C652-176 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010952 Q02100202
C652-177 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010969 Q02100202
C653-178 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010976 Q02100202
C653-179 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911010983 Q02100202
C653-180 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011003 Q02100202
C654-181 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011010 Q02100202
C654-182 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011027 Q02100202
C654-183 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011034 Q02100202
C655-184 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011041 Q02100202
C655-185 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011058 Q02100202
C655-186 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011065 Q02100202
C656-187 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011430 Q02100202
C656-188 +choc- Komplette Fassung 409991 1frames_mix_fullVX 04099911011447 Q02100202




C656-189
C587-882
C659-197
C659-198
C659-199
C660-200
C660-201
C660-202
C661-203
C661-204
C661-205
C662-206
C662-207
C662-208
C663-209
C663-210
C663-211
C664-212
C664-213
C664-214
C665-215
C665-216
C665-217
C708-344
C708-345
C708-346
C709-348
C709-349
C716-368
C716-369
C716-370
C717-371

+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-

+choc-

Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung

Komplette Fassung

409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX

04099911011454
04099911011461
04099911011478
04099911011485
04099911011492
04099911011508
04099911011515
04099911011522
04099911011539
04099911011546
04099911011553
04099911011560
04099911011577
04099911011584
04099911011591
04099911011607
04099911011614
04099911011621
04099911011638
04099911011645
04099911011652
04099911011669
04099911011676
04099911011683
04099911011690
04099911011706
04099911011713
04099911011720
04099911011737
04099911011744
04099911011751
04099911011768

Q02100202
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100202
Q02100202
Q02100202
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100202
Q02100202
Q02100202
Q02100202




C717-372
C717-373
C718-374
C718-375
C718-376
C719-377
C719-378
C719-379
C720-380
C720-381
C720-382
C721-383
C721-384
C721-385
C722-386
C722-387
C722-388
C723-389
C723-390
C723-391
C724-392
C724-393
C724-394
C725-395
C725-396
C725-397
C726-398
C726-399
C726-400
C587-883
C606-936
C606-937

+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-

+choc-

Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung

Komplette Fassung

409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX

04099911011775
04099911011782
04099911011799
04099911011805
04099911011812
04099911011829
04099911011836
04099911011843
04099911011850
04099911011867
04099911011874
04099911011881
04099911011898
04099911011904
04099911011911
04099911011928
04099911011935
04099911011942
04099911011959
04099911011966
04099911011973
04099911011980
04099911011997
04099911012000
04099911012017
04099911012024
04099911012031
04099911012048
04099911012055
04099911012208
04099911012239
04099911012253

Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100203
Q02100201
Q02100201




C607-939
C607-940
C607-941
C608-942
C608-943
C608-944
C610-948
C610-949
C610-950
C611-951
C611-952
C611-953
C620-978
C620-979
C620-980
C624-990
C624-991
C624-992
C625-993
C625-994
C625-995
C643-148SUN
C643-149SUN
C643-150SUN
C644-151SUN
C644-152SUN
C657-191
C657-192
C657-193
C658-194
C658-195
C658-196

+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-

+choc-

Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung

Komplette Fassung

409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
4099911sungla_mix_fullMC
4099911sungla_mix_fullMC
4099911sungla_mix_fullMC
4099911sungla_mix_fullMC
4099911sungla_mix_fullMC
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX

04099911012260
04099911012277
04099911012284
04099911012291
04099911012307
04099911012314
04099911012321
04099911012338
04099911012345
04099911012369
04099911012383
04099911012406
04099911012598
04099911012642
04099911012666
04099911012680
04099911012703
04099911012727
04099911012741
04099911012758
04099911012765
04099911012772
04099911012789
04099911012796
04099911012802
04099911012819
04099911012833
04099911012840
04099911012857
04099911012864
04099911012871
04099911012888

Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100203
Q02100203
Q02100203
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203
Q02100203




C727-401
C727-402
C727-403
C728-404
C728-405
C728-406
C729-407
C729-408
C729-409
C730-410
C730-411
C730-412
C731-413
C731-414
C731-415
C733-416
C733-417
C733-418
C734-419
C734-420
C734-421
C735-422
C735-423
C735-424
C736-425
C736-426
C736-427
C691-294
C691-295
C691-296
C693-299
C693-300

+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-
+choc-

+choc-

Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung
Komplette Fassung

Komplette Fassung

409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX
409991 1frames_mix_fullVX

04099911012918
04099911012925
04099911012932
04099911012956
04099911012970
04099911012994
04099911013021
04099911013038
04099911013052
04099911013069
04099911013076
04099911013083
04099911013106
04099911013137
04099911013144
04099911013151
04099911013168
04099911013175
04099911013205
04099911013212
04099911013236
04099911013250
04099911013267
04099911013274
04099911013281
04099911013304
04099911013311
04099911021019
04099911021026
04099911021033
04099911021040
04099911021057

Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100201
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
Q02100202
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