Document No.
TDF-01-009-20241230 EU-Konformitatserklarung Koberg
&Tente

Name des Herstellers Koberg & Tente GmbH & Co. KG
Haferlandweg 12, 48155 Miinster, Deutschland
+49 251 60951-0
mail@koberg-tente.de

Single Registration Number (SRN) DE-MF-000014345

Wir erkléren in alleiniger Verantwortung, dass das Produkt

Produktname Korrektionsfassungen / Modelle siehe Anhang
Basic UDI-DI 4026587FR-HALF-COM-ADW9

Nomenklatur EMDN Q02100203, GMDN Code 32816
Risikoklasse Klasse | — nicht steril, keine Messfunktion
Konformitatsbewertungsverfahren gemalf Artikel 52 (7) fur Medizinprodukte

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

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

Entspricht der Europaischen Norm EN ISO 12870

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

Munster, 30.12.2024

Ort und Datum der Ausstellung Frank Tente Frank Tente
Geschaftsleitung MDR Verantwortliche Person
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Name of manufacturer Koberg & Tente GmbH & Co. KG
Haferlandweg 12, 48155 Miinster, Deutschland
+49 251 60951-0
mail@koberg-tente.de

Single Registration Number (SRN) DE-MF-000014345

We declare under sole responsibility that the product

Name of product Spectacle Frames / Models see Annex

Basic UDI-DI 4026587FR-HALF-COM-ADW9

Nomenclature EMDN Q02100203, 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

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

Complies with European standard EN I1ISO 12870

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

Minster, 30.12.2024

Place and date of issue Frank Tente Frank Tente
CEO MDR Responsible Person
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Nom du producteur Koberg & Tente GmbH & Co. KG
Haferlandweg 12, 48155 Miinster, Deutschland
+49 251 60951-0
mail@koberg-tente.de

Single Registration Number (SRN) DE-MF-000014345

Nous déclarons sous notre seule responsabilité, que le produit

Nom du produit Monture de Lunettes / Modéles voir Annexe

Basic UDI-DI 4026587FR-HALF-COM-ADW9

Nomenclature EMDN Q02100203, GMDN Code 32816

Classe de risque Classe | — non stérile, sans fonction de mesure

Procédure d'évaluation de la conformément a l'article 52, (7) pour les dispositifs médicaux
conformité

corresponds aux reglements de la:

Réglement (UE) 2017/745 du Parlement Européen et du Conseil relatif aux dispositifs médicaux

Reglement (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)

Conforme & la norme européenne EN ISO 12870

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

Minster, 30.12.2024

Lieu et date d'établissement Frank Tente Frank Tente
Directeur MDR Personne chargée
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Producentens navn Koberg & Tente GmbH & Co. KG
Haferlandweg 12, 48155 Miinster, Deutschland
+49 251 60951-0
mail@koberg-tente.de

Single Registration Number (SRN) DE-MF-000014345

Vi erkleerer under eneansvar, at fglgende produkt

produktnavn Korrektions-briller / Modeller se bilag
Basic UDI-DI 4026587FR-HALF-COM-ADW9
Nomenklatur EMDN Q02100203, GMDN Code 32816
Risikoklasse Klasse | —ikke steril, ingen malefunktion

Overensstemmelsesvurderingsprocedurer  iht. artikel 52 (7) for medicinsk udstyr
overholder bestemmelserne i de efterfglgende lovgivninger:
Europa-Parlamentets og Radets forordning (EU) 2017/745 om medicinsk udstyr

Forordning (EF) nr. 1907/2006 om registrering, vurdering og godkendelse af sa mt begreensninger for kemikalier
(REACH)

Overholder den europaeiske standard EN ISO 12870

Vi anvender en systematisk procedure til overvagning af produktet efter markedsfgringen.

Munster, 30.12.2024

Udstedelsessted og -dato Frank Tente Frank Tente
Direktion MDR Den ansvarlige person
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Naam fabrikant Koberg & Tente GmbH & Co. KG
Haferlandweg 12, 48155 Miinster, Deutschland
+49 251 60951-0
mail@koberg-tente.de

Single Registration Number (SRN) DE-MF-000014345

We verklaren op eigen verantwoordelijkheid dat het product

Productnaam Brillenmontuur / model zie bijlage
Basic UDI-DI 4026587FR-HALF-COM-ADW9
Nomenclatuur EMDN Q02100203, GMDN Code 32816
Risicoklasse Klasse 1 - niet steriel, geen meetfunctie

Conformiteitsbeoordelingsprocedures Volgens artikel 52 (7) voor medische hulpmiddelen

in overeenstemming met de navolgende gerechtelijke voorschriften:

Verordening (EU) 2017/745 van het Europees Parlement en de Raad voor medische producten

Verordening (EG) nr. 1907/2006 betreffende registratie, goedkeuring en restrictie chemische stoffen (REACH)

In overeenstemming met de Europese Norm EN ISO 12870

Wij handhaven een systematische procedure voor het monitoren van het product nadat het in het verkeer
gebracht is.

Minster, 30.12.2024

Plaats en datum van afgifte Naam Naam
Directie MDR Verantwoordelijke persoon

Page 5 of 16


mailto:mail@koberg-tente.de

&Tente

Document No.
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Jméno vyrobce Koberg & Tente GmbH & Co. KG
Haferlandweg 12, 48155 Miinster, Deutschland
+49 251 60951-0
mail@koberg-tente.de

Single Registration Number (SRN) DE-MF-000014345

Prohladujeme na vlastni odpovédnost, Zze vyrobek

nazev vyrobku Korekéni brylové obruby / Modely viz pFiloha
Basic UDI-DI 4026587FR-HALF-COM-ADW9

Nomenklatura EMDN Q02100203, GMDN Code 32816

Ttida rizika Trida | — nesterilni, Zzddna mérici funkce
Postupy posuzovani shody podle ¢lanku 52 (7) pro Iékaiské vyrobky

odpovida ustanovenim nasledujicich pravnich predpis(:

Nafizeni 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

Mame systematicky zpUlsob kontroly vyrobku po uvedeni do prodeje.

Misto a datum vystaveni r ; C__) Frank Tente
C — MDR Odpovédna
poveédna osoba
Munster, 30.12.2024
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Anhang/Annex/Annexe/Bilag/Bijlage/PFiloha

Collection Model Colour
6

KTC 1103

KTC 1103 8
KTC 1107 2
KTC 1107 4
KTC 1107 7
KTC 1108 4
KTC 1108 6
KTC 1108 8
KTC 1111 6004
KTC 1111 6005
KTC 1111 6006
KTC 1118 06
KTC 1118 08
KTC 1119 08
KTC 1119 09
KTC 1120 08
KTC 1120 09
KTC 1124 02
KTC 1124 06
KTC 1130 8014
KTC 1130 8015
KTC 1130 8016
KTC 1131 4025
KTC 1131 4601
KTC 1131 4602
KTC 1132 01
KTC 1132 02
KTC 1132 03
KTC 2080 2
KTC 2080 8
KTC 2086 8
RET 2093 6001
RET 2093 6002
RET 2093 6003
RET 2094 3004
RET 2094 3005
RET 2094 3006
RET 2110 01
RET 2110 02

Size GTIN

5316 4026587103756
5316 4026587103763
5017 4026587106436
5017 4026587106443
5017 4026587106450
5016 4026587106467
5016 4026587106474
5016 4026587106481
5218 4026587110037
5218 4026587110044
5218 4026587110051
5618 4026587266864
5618 4026587266901
5416 4026587266949
5416 4026587266987
5218 4026587267021
5218 4026587267069
5417 4026587282840
5417 4026587282888
5021 4026587361811
5021 4026587361828
5021 4026587361835
5516 4026587366267
5516 4026587366274
5516 4026587366281
5020 4026587365611
5020 4026587365628
5020 4026587365635
5418 4026587090766
5418 4026587090773
5518 4026587103817
4521 4026587110112
4521 4026587110129
4521 4026587110136
5119 4026587130400
5119 4026587130417
5119 4026587130424
5218 4026587296106
5218 4026587296182
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WHY
WHY
WHY
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF
FF

3092
3092
3092
4095
4095
4099
4111
4111
4114
4114
4114
4115
4120
4120
4121
4121
4121
4128
4133
4133
4133
4134
4134
4134
4136
4139
4176
4176
4176
4184
4184
4184
4187
4187
4187
4194
4194
4194
4198
4198
4211
4211

01
02
03
02
05
02
0001W
0003W
02
06
07
0009
0001
0002
01
02
07
06
0001
0002
0022
0001
0023
0025
0026
0047
0023
0025
0026
0008
0022
0024
0001
0070
01
0023
0025
0026
0001
0074
0025
0026

5217
5217
5217
5118
5118
5117
5117
5117
6122
6122
6122
5617
5318
5318
5217
5217
5217
5419
4621
4621
4621
4720
4720
4720
5120
5318
5419
5419
5419
5417
5417
5417
5118
5118
5118
5819
5819
5819
5517
5517
5519
5519

4026587280488
4026587280525
4026587280563
4026587110273
4026587110280
4026587110396
4026587328081
4026587328050
4026587130561
4026587130578
4026587130585
4026587130615
4026587131315
4026587142892
4026587135290
4026587135306
4026587135313
4026587135726
4026587249300
4026587249348
4026587249386
4026587249423
4026587249461
4026587249508
4026587249744
4026587251907
4026587273503
4026587273541
4026587273589
4026587283854
4026587283892
4026587283939
4026587289535
4026587289573
4026587289610
4026587290371
4026587290418
4026587290456
4026587293075
4026587293082
4026587300896
4026587300902
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FF
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WHY
EM
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EM
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4217
4217
4217
4243
4243
4243
4254
4254
4255
4255
4255
4268
4268
4268
5107
5114
5114
5120
5120
5120
5120
5129
5129
5130
5130
5130
5134
5134
5136
5136
5136
5136
5136
5136
5137
5137
5138
5138
5138
5154
5154
5154

0064
0064A
0074
0001
0071
0076
0025
0071
0001
0071
0076
0008
0023
0026

4506
4507
4508
4509
0041
0042
0023
0024
0025
0029
0031
0023
0025
0029
0071
0072
0073
0024
0025
0001
0023
0026
0001
0003
0022

5318
5318
5318
5419
5419
5419
5419
5419
5620
5620
5620
5317
5317
5317
4717
5319
5319
5217
5217
5217
5217
MT54
MT54
MT50
MT50
MT50
MT51
MT51
MT50
MT50
MT50
MT50
MT50
MT50
MT52
MT52
MT53
MT53
MT53
MT51
MT51
MT51

4026587325967
4026587337946
4026587326001
4026587353656
4026587353670
4026587353663
4026587353908
4026587353915
4026587354011
4026587354028
4026587354035
4026587367882
4026587367899
4026587367905
4026587103893
4026587107396
4026587107402
4026587110594
4026587110600
4026587110617
4026587110624
4026587251488
4026587251495
4026587258029
4026587258012
4026587258005
4026587259743
4026587259750
4026587259798
4026587259804
4026587259811
4026587305327
4026587305334
4026587305310
4026587261289
4026587261296
4026587261302
4026587261319
4026587261326
4026587360562
4026587274012
4026587274029
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5154
5154
5155
5155
5155
5156
5156
5156
5156
5156
5156
5159
5159
5159
5159
5166
5166
5166
5166
5167
5167
5167
5168
5168
5169
5169
5169
5169
5171
5171
5175
5175
5711
5711
5711
5711
5711
5711
5711
5711
5711
5711

0025
0072
0023
0024
0026
0025
0030
0032
0064
0083
0085
0009
0023
0026
0072
0002
0072
0074
0076
0026
0071
0072
0071
0076
0026
0073
0076
0082
0025
0026
0073
0074
0001
0001
0002
0002
0003
0003
0005
0005
0006
0006

MT51
MT51
MT49
MT49
MT49
MT52
MT52
MT52
MT52
MT52
MT52
MT51
MT51
MT51
MT51
MT51
MT51
MT51
MT51
MT50
MT50
MT50
MT53
MT53
MT56
MT56
MT56
MT56
MT54
MT54
MT56
MT56
MT49
MT51
MT49
MT51
MT49
MT51
MT49
MT51
MT49
MT51

4026587274036
4026587303996
4026587284219
4026587284226
4026587284233
4026587348775
4026587284240
4026587284257
4026587284264
4026587340328
4026587340342
4026587286565
4026587286572
4026587286589
4026587304009
4026587340366
4026587300780
4026587300797
4026587300803
4026587303378
4026587303385
4026587303392
4026587304252
4026587304269
4026587304276
4026587366731
4026587304283
4026587366755
4026587305372
4026587305389
4026587324236
4026587324229
4026587121699
4026587125109
4026587121705
4026587125116
4026587121712
4026587125123
4026587137027
4026587137034
4026587121729
4026587125130
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5716
5716
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5729
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5729
5730
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0022
0022

MT49
MT51
MT

MT

MT

MT

MT

MT

MT52
MT52
MT

MT

MT46
MT48
MT46
MT48
MT46
MT48
MT46
MT48
MT46
MT48
MT46
MT48
MT52
MT52
MT52
MT52
MT53
MT53
MT53
MT53
MT53
MT53
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52

4026587136846
4026587136853
4026587084383
4026587099929
4026587069946
4026587069984
4026587089715
4026587105927
4026587121736
4026587121743
4026587070003
4026587070027
4026587121842
4026587121859
4026587121866
4026587121873
4026587121880
4026587121897
4026587087186
4026587096720
4026587087209
4026587096836
4026587073882
4026587097055
4026587109567
4026587087902
4026587087926
4026587087940
4026587122009
4026587122016
4026587122023
4026587109574
4026587089746
4026587089760
4026587122030
4026587122047
4026587260947
4026587137003
4026587122054
4026587122061
4026587122078
4026587122085
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5730
5731
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5731
5733
5733
5733
5733
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5733
5741
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5741
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5741
5741
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0 0 OO MDD W WNDNRFE =

o
o
o
O

0023
0026
0083

0001
0002
0004

0001
0001
0002
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0003
0003
0009
0009
0010
0010
0011
0011
0021
0021
21

21
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22

MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT51
MT51
MT51
MT51
MT

MT

MT51
MT51
MT51
MT

MT

MT

MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52

4026587099868
4026587103275
4026587090407
4026587103282
4026587099882
4026587103299
4026587090414
4026587103305
4026587090421
4026587103312
4026587106634
4026587106641
4026587122115
4026587344487
4026587265638
4026587344500
4026587090087
4026587107716
4026587122122
4026587122139
4026587122146
4026587098212
4026587097031
4026587097048
4026587122290
4026587122306
4026587122313
4026587122320
4026587122337
4026587122344
4026587122351
4026587122368
4026587122375
4026587122382
4026587250344
4026587250351
4026587135542
4026587135535
4026587106252
4026587090506
4026587106269
4026587090520
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NN
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0001
0002
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0003
0003
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0001
0001
0009
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0010
0010
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© O N N = =

0001
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MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT52
MT50
MT56
MT50
MT56
MT50
MT56
MT50
MT56
MT50
MT

MT

MT50
MT53
MT56
MT53
MT56
MT53
MT56
MT53
MT56
MT53
MT56
MT53
MT56
MT53
MT56
MT58
MT58
MT58
MT

4026587106276
4026587106283
4026587109635
4026587109659
4026587106290
4026587103329
4026587109642
4026587109611
4026587108140
4026587105941
4026587107693
4026587089777
4026587122399
4026587136174
4026587136884
4026587136891
4026587122405
4026587136181
4026587136907
4026587136914
4026587122412
4026587101301
4026587101318
4026587101332
4026587122429
4026587122436
4026587122443
4026587122450
4026587122467
4026587122474
4026587260046
4026587260053
4026587101431
4026587102452
4026587101455
4026587102476
4026587101462
4026587102483
4026587130653
4026587130660
4026587260060
4026587103398
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5761
5761
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5761
5761
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0007
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N o N DN W=
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0001
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MT

MT50
MT50
MT50
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MT

MT

MT50
MT49
MT49
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MT49
MT49
MT49
MT49
MT49
MT49
MT54
MT54
MT54
MT51
MT51
MT51
MT51
MT

MT

MT

MT52
MT54
MT52
MT54
MT52
MT54
MT52
MT54
MT52
MT54
MT

4026587103404
4026587122511
4026587136860
4026587122528
4026587122535
4026587122542
4026587262842
4026587104807
4026587103411
4026587103428
4026587103435
4026587109550
4026587122740
4026587263078
4026587122757
4026587122764
4026587267632
4026587305303
4026587105996
4026587106009
4026587106016
4026587106023
4026587106030
4026587106047
4026587122993
4026587248037
4026587123006
4026587123013
4026587108881
4026587108898
4026587108904
4026587136204
4026587136211
4026587136228
4026587136235
4026587136242
4026587136259
4026587136266
4026587136273
4026587260176
4026587260183
4026587110259
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EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
EM
E8
E8
E8
E8
E8
E8
E8
E8
E8
E8
E8
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB

5775
5775
5775
5776
5776
5776
5778
5778
5778
5779
5779
5779
5781
5781
5781
5781
5781
5781
5917
5917
5917
5918
5918
5918
5930
5930
5930
5930
5930
6013
6013
6013
6014
6014
6014
6014
6016
6016
6016
6016
6021
6021

05

06

07

0001
0002
0010
0001
0003
0009
0001
0005
0007
0001
0005
0006
0011
0075
0083
0003
0024
0025
0001
0003
0026
0001
0002
0025
0072
0073

1001
11

1003

MT
MT
MT
MT54
MT54
MT54
MT53
MT53
MT53
MT52
MT52
MT52
MT53
MT53
MT53
MT53
MT53
MT53
MT51
MT51
MT51
MT54
MT54
MT54
MT56
MT56
MT56
MT56
MT56
5418
5418
5418
5218
5218
5218
5218
5519
5519
5519
5519
5114
5114

4026587110266
4026587110235
4026587110242
4026587111300
4026587111317
4026587111324
4026587132763
4026587132770
4026587132787
4026587132794
4026587132800
4026587132817
4026587132855
4026587132879
4026587132886
4026587250368
4026587285179
4026587340496
4026587284400
4026587284417
4026587284424
4026587340557
4026587284431
4026587284448
4026587348935
4026587348959
4026587324274
4026587324281
4026587324267
4026587102766
4026587102773
4026587102780
4026587102797
4026587102803
4026587102810
4026587102827
4026587128506
4026587102865
4026587102872
4026587102889
4026587105323
4026587128513
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KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KOB
KTB
KTB
KTB
KTB
WHY
WHY
WHY
WHY
WHY

6021
6021
6022
6022
6025
6025
6025
6028
6028
6028
6038
6038
6038
6038
7064
7064
7065
7065
9018
9018
9018
9018
9018

1010
1012
1014
1020
6025
6026
6027
6028
11
12
13
17
19

5114
5114
5017
5017
5517
5517
5517
5417
5417
5417
5617
5617
5617
5617
4618
4618
5020
5020
4820
4820
4820
4820
4820

4026587105330
4026587105347
4026587105361
4026587105378
4026587109321
4026587109338
4026587109345
4026587109352
4026587109369
4026587109376
4026587276771
4026587276818
4026587301169
4026587301206
4026587340748
4026587340786
4026587340823
4026587340861
4026587091558
4026587106788
4026587091565
4026587091572
4026587091589
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