Document No.
CE-BE-Sobri-AUG22- c € EU Declaration of Conformity “ ADYAMA

220805_en OPTICAL GERMANY GMBH

Name of manufacturer Aoyama Optical Germany GmbH

Ahornstr. 11, 14482 Potsdam
Germany

Single Registration Number (SRN) DE-MF-000010836

We declare under sole responsibility that the product

Name of product Bench Spectacle Frames with sun protection / Models see Annex

Basic UDI-DI see Annex

Nomenclature UMDNS Code (ECRI) 11-667, GMDN Code 32816, EMDN Code see Annex
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 ISO 12870

Risk category Category |
Conformity assessment procedure internal production control (module A) set out in annex IV

and conforms with the following regulations:
Regulation (EU) 2016/425 on personal protective equipment

Complies with European standard EN 1SO 12312-1

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.

Potsdam, 05.08.2022

Place and date of issue Thomas Akiyama homas Akiyama
CEO MDR Resppnsible Person
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Annex

Modellnummer/Farbe/GroRe/Farbbeschreibung/ EMDN GMN-Code GTIN-Code
item no./col./size/description Code Basic-UDI-DI uDI-DI

BE 8000 01 57 slate grey mat/grey-black POL Q02100202 |4050551020402MH | 405055111087
BE 8000 02 57 deep blue mat/blue-It bl. POL Q02100202 | 4050551020402MH | 405055111088
BE 8000 03 57 cool green mt/gr.-It. gr. POL Q02100202 | 4050551020402MH | 405055111089
BE 8001 01 60 jet black mt./grey-black POL Q02100202 |4050551020402MH | 405055111090
BE 8001 02 60 ocean blue mt./blue-It.bl POL Q02100202 |4050551020402MH | 405055111091
BE 8001 03 60 cool grey mt./grey-red POL Q02100202 [4050551020402MH | 405055111092
BE 8002 01 59 coffee brown mt/gold POL Q02100202 {4050551020402MH | 405055111093
BE 8002 02 59 jet black/silver mt. POL Q02100202 |4050551020402MH | 405055111094
BE 8002 03 59 shadow grey/silver mt. POL (002100202 {4050551020402MH | 405055111095
BE 8003 01 59 jet black/gun mat POL Q02100202 {4050551020402MH | 405055111096
BE 8003 02 59 cool grey mt./silver mat POL Q02100202 {4050551020402MH | 405055111097
BE 8003 03 59 frost clear/silver POL Q02100202 {4050551020402MH | 405055111098
BE 8004 01 57 jet black mat (002100202 {4050551020402MH | 405055111099
BE 8004 02 57 deep blue mat Q02100202 {4050551020402MH | 405055111100
BE 8004 03 57 cool grey Q02100202 {4050551020402MH | 405055111101
BE 8005 01 59 jet black Q02100202 {4050551020402MH | 405055111102
BE 8005 02 59 flint grey Q02100202 {4050551020402MH | 405055111103
BE 8005 03 59 fjord blue Q02100202 {4050551020402MH | 405055111104
BE 8006 01 49 smoke crystal grey Q02100202 |4050551020402MH | 405055111034
BE 8006 02 49 hav.-white-grey Q02100202 |4050551020402MH [ 405055111035
BE 8006 03 49 forestgreen-brown grad. Q02100202 |4050551020402MH | 405055111036
BE 8007 01 54 smoke crystal grey Q02100202 {4050551020402MH | 405055111037
BE 8007 02 54 frost clear Q02100202 {4050551020402MH | 405055111038
BE 8007 03 54 denim crystal blue Q02100202 |4050551020402MH | 405055111039
BE 8009 01 53 royal blue mat Q02100202 {4050551020402MH | 405055111043
BE 8009 02 53 jet black Q02100202 {4050551020402MH | 405055111044
BE 8009 03 53 smoke grey Q02100202 |4050551020402MH | 405055111045
BE 8010 01 50 frost clear Q02100202 {4050551020402MH | 405055111046
BE 8010 02 50 midnight black Q02100202 |4050551020402MH | 405055111047
BE 8010 03 50 brown smokey havanna Q02100202 |4050551020402MH | 405055111048
BE 8011 01 43 graphite black Q02100202 |4050551020402MH | 405055111171
BE 8011 02 43 warm grey Q02100202 |4050551020402MH | 405055111172
BE 8011 03 43 havanna brown Q02100202 |4050551020402MH | 405055111173
BE 8012 01 47 grey white clear Q02100202 |4050551020402MH | 405055111174
BE 8012 02 47 signal black clear Q02100202 |4050551020402MH | 405055111175
BE 8012 03 47 coral warm red Q02100202 |4050551020402MH | 405055111176
BE 8013 01 49 squirrel grey str./gun mt (002100202 [4050551020402MH | 405055111177
BE 8013 02 49 fawn brown-blue/It. gold (002100202 {4050551020402MH | 405055111178
BE 8013 03 49 azure blue/gun mt. Q02100202 |4050551020402MH | 405055111179
BE 8014 01 48 traffic black/silver mt. Q02100202 | 4050551020402MH | 405055111180
BE 8014 02 48 grey olive clear/gun mt. Q02100202 |4050551020402MH | 405055111181
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BE 8014 03 48 brilliant blue/silver mt. Q02100202 |4050551020402MH | 405055111182
BE 8014 04 48 warm red/silver Q02100202 [4050551030402MU | 405055112134
BE 8014 05 48 light brown marble/brown Q02100202 |4050551030402MU | 405055112135
BE 8015 01 55 midnight black-grey str. ECO Q02100202 |4050551020402MH | 405055111704
BE 8015 02 55 deep blue Q02100202 {4050551020402MH | 405055111705
BE 8015 03 55 dark green-brown str. Q02100202 {4050551020402MH | 405055111706
BE 8016 01 51 midnight black-grey str. ECO Q02100202 {4050551020402MH | 405055111707
BE 8016 02 51 frost clear-black ECO Q02100202 |4050551020402MH | 405055111708
BE 8016 03 51 havanna brown Q02100202 |4050551020402MH | 405055111709
BE 8017 01 57 black-green transp.-black POL Q02100202 {4050551020402MH | 405055111710
BE 8017 02 57 It. blue transp.-bl.-sl. POL Q02100202 {4050551020402MH | 405055111711
BE 8017 03 57 graphite grey tr.-blk.-s| POL Q02100202 |4050551020402MH | 405055111712
BE 8018 01 55 terra brown ECO POL Q02100202 {4050551020402MH | 405055111713
BE 8018 02 55 fir green POL Q02100202 {4050551020402MH | 405055111714
BE 8018 03 55 jet black mat ECO POL (002100202 {4050551020402MH | 405055111715
BE 8019 01 58 silver brushed Q02100201 |4050551010402M6 | 405055111749
BE 8019 02 58 midnight black Q02100201 |4050551010402M6 | 405055111750
BE 8019 03 58 night blue mat Q02100201 |4050551010402M6 | 405055111751
BE 8020 01 59 gun grey Q02100201 {4050551010402M6 | 405055111752
BE 8020 02 59 deep black mat Q02100201 {4050551010402M6 | 405055111753
BE 8020 03 59 khaki semi mat Q02100201 {4050551010402M6 | 405055111754
BE 8021 01 58 deep black mat POL Q02100201 |4050551010402M6 | 405055111783
BE 8021 02 58 night blue mat POL Q02100201 [4050551010402M6 | 405055111784
BE 8021 03 58 gun grey mat POL Q02100201 |4050551010402M6 | 405055111785
BE 8022 01 58 jet black Q02100202 | 4050551020402MH [ 405055112276
BE 8022 02 58 milky grey (02100202 |4050551020402MH | 405055112277
BE 8022 03 58 blue-dk grey striped Q02100202 |4050551020402MH | 405055112278
BE 8023 01 56 jet black 02100202 |4050551020402MH | 405055112279
BE 8023 02 56 dim grey clear Q02100202 |4050551020402MH | 405055112280
BE 8023 03 56 brown havanna-blue str. Q02100202 |4050551020402MH [ 405055112281
BE 8024 01 51 jet black Q02100202 |4050551020402MH | 405055112282
BE 8024 02 51 grey-black hav.- striped Q02100202 |4050551020402MH | 405055112283
BE 8024 03 51 nut brown crystal Q02100202 |4050551020402MH | 405055112284
BE 8025 01 57 clear frost/dk. grey-grey POL Q02100202 {4050551020402MH | 405055112234
BE 8025 02 57 deep black mat-grey mt. POL Q02100202 |4050551020402MH | 405055112235
BE 8025 03 57 forest green mt.-grey mt. POL Q02100202 |4050551020402MH | 405055112236
BE 8026 01 60 deep black mat POL Q02100202 |4050551020402MH | 405055112237
BE 8026 02 60 slate grey mat POL Q02100202 (4050551020402MH | 405055112238
BE 8026 03 60 navy blue mat POL Q02100202 |4050551020402MH | 405055112239
BE 8027 01 48 dk. leaf green milky Q02100202 |4050551020402MH | 405055112285
BE 8027 02 48 jet black Q02100202 |4050551020402MH | 405055112286
BE 8027 03 48 grey pattern (02100202 |4050551020402MH | 405055112287
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