Document No. TDL-01-121-220905 BASE

EYEWEAR

BASE VISION

C € 12JAVA EU O SKLADNOSTI

SVN

o /
ime proizvajalca BASE Eyewear GmbH

Lorcher StraB3e 1

13098 Rechberghausen

Germany
Single Registration Number (SRN) DE-MF-000026837 /
|zjavljamo pod izkljuéno odgovornostjo, da je izdelek
Ime izdelka BASE Vision Brillenglaser / modeli glej prilogo
Basic UDI-DI Basic UDI-DI glej prilogo
Nomenklatura EMDN Q0210010103 & Q0210010101 GMDN Code 35957 spectacle lens
rizicni razred razred | - ni sterilno, brez merilne funkcije
Postopki ugotavljanja skladnosti v skladu s sedmim odstavkom 52. €lena za medicinske pripomocke

v skladu z doloili naslednjih pravnih predpisov:

Uredba (EU) 2017/745 Evropskega parlamenta in Sveta z o medicinskih pripomockih
v skladu z evropsko normo EN 1SO 14889

v skladu z evropsko normo EN IS0 21987

in v skladu z dolocili naslednjih pravnih predpisov:
Uredba (ES) §t. 1907/2006 o registraciji, evalvaciji, avtorizaciji in omejevanju kemikalij (REACH)
Vzdrzujemo sistematicen postopek za spremljanje izdelka po tem, ko ga damo na trg.

< ' v/
Rechberghausen, 05.09.2022 podpis Maxeel Hartmann

Kraj in datum izdaje Marcel Hartmann Marcel Hartmann
Poslovno vodstvo MDR Odgovorni
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Dodatek 1/4
EMDN Code Basic UDI-DI Model Productcode Sf6 Barva
Q0210010103 4052588L-150VP-CR-ORGB8 GS 1.50 Budget XS SOLO RX 598496 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Komfort XS RX 619025 Clear
Q0210010103 4052588L-160VP-CR-0RGCY GS 1.60 Komfort XS RX 619013 Clear
Q0210010103 4052588L-150VP-CR-ORGB8 GS 1.50 Premium XS RX 501130 Clear
Q0210010103 4052588L-160VP-CR-0RGC7 GS 1.60 Premium XS RX 501094 Clear
Q0210010103 4052588L-167VP-CR-0RG)) GS 1.67 Premium XS RX 501082 Clear
Q0210010101 4052588L-167SV-CR-0RGKX ES 1.67 Premium RX 200003 Clear
Q0210010101 4052588L-160SV-CR-0RGDL ES 1.60 Premium RX 200005 Clear
Q0210010101 4052588L-1508V-CR-ORGCM ES 1.50 Premium RX 200010 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Individual XS RX 501122 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ GS 1.60 Individual XS RX 501086 Clear
Q0210010103 4052588L-167VP-CR-0RGJ) GS 1.67 Individual XS RX 501074 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Individual XS RX 501062 Clear
Q0210010101 4052588L-150SV-CR-0RGCM ES 1.50 Budget SOLO LG 100016 Clear
Q0210010101 4052588L-150SV-CR-0RGCM ES 1.50 Komfort HD LG 100013 Clear
Q0210010101 4052588L-1508V-CR-ORGCM ES 1.50 Komfort RX 620924 Clear
Q0210010101 4052588L-1608V-CR-0RGDL ES 1.60 Komfort HD LG 100004 Clear
Q0210010101 4052588L-160SV-CR-0RGDL ES 1.60 Komfort RX 620925 Clear
Q0210010101 4052588L-1508V-CR-ORGCM ES 1.50 Premium HD+ LG 100012 Clear
Q0210010101 4052588L-174SV-CR-0RG)7 ES 1.74 Premium RX 200464 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Premium L RX 501067 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Premium M RX 501068 Clear
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Dodatek 2/4
EMDN Code Basic UDI-DI Model Productcode Sf6 Barva
Q0210010103 4052588L-174VP-CR-ORGGS GS 1.74 Premium S RX 501069 Clear
Q0210010101 4052588L-160SV-CR-0RGDL ES 1.60 Premium HD+ LG 620455 Clear
Q0210010101 4052588L-1608V-CR-0RGDL ES 1.60 Premium HD+ LG Heyl 620456 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Premium XS RX 501070 Clear
Q0210010103 4052588L-174VP-CR-0RGGS ES 1.74 Indi Zoom 0.50 RX 502860 Clear
Q0210010103 4052588L-174VP-CR-0RGGS ES 1.74 Indi Zoom 0,75 RX 502861 Clear
Q0210010103 4052588L-167VP-CR-0RG)) ES 1.67 Indi Zoom 0.50 RX 502862 Clear
Q0210010101 4052588L-160SV-CR-ORGDL ES 1.67 Premium HD+ LG AS 620452 Clear
Q0210010101 4052588L-1608V-CR-0RGDL ES 1.67 Premium HD+ LG AS Heyl 620453 Clear
Q0210010103 4052588L-167VP-CR-0RG)) ES 1.67 Indi Zoom 0,75 RX 502863 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ ES 1.60 Indi Zoom 0.50 RX 502864 Clear
Q0210010103 4052588L-160VP-CR-0RGC7 ES 1.60 Indi Zoom 0,75 RX 502865 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 ES 1.50 Indi Zoom 0,50 RX 502870 Clear
Q0210010101 4052588L-1743V-CR-0RG)7 ES 1.74 Premium HD+ LG AS 620451 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 ES 1.50 Indi Zoom 0.75 RX 502871 Clear
Q0210010103 4052588L-160VP-CR-0RGCY NK 1.60 Premium RX 602431 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 NK 1.50 Premium RX 602443 Clear
Q0210010101 4052588L-150SV-CR-0RGCM £ES 1.50 Premium HD ul 0.2 LG 100081 Clear
Q0210010101 4052588L-1508V-CR-ORGCM ES 1.50 Premium HD ul LG 100011 Clear
Q0210010101 4052588L-174SV-CR-0RG)7 ES 1.74 Individual RX 602460 Clear
Q0210010101 4052588L-167SV-CR-0RGKX ES 1.67 Individual RX 602461 Clear
Q0210010101 4052588L-160SV-CR-0RGDL ES 1.60 Individua RX 602462 Clear
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Dodatek 3/4
EMDN Code Basic UDI-DI Model Productcode Sf6 Barva
Q0210010101 4052588L-150SV-CR-0RGCM ES 1.50 Individual RX 602467 Clear
Q0210010103 4052588L-174VP-CR-0RGGS ES 1.74 Indi Zoom 1.00 RX 609625 Clear
Q0210010103 4052588L-167VP-CR-0RG)) ES 1.67 Indi Zoom 1.00 RX 609627 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ ES 1.60 Indi Zoom 1.00 RX 609628 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 ES 1.50 Indi Zoom 1.00 RX 609632 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 NK 1.50 Budget Solo RX 619324 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 NK 1.50 Komfort RX 620926 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ NK 1.60 Komfort RX 620928 Clear
Q0210010103 4052588L-167VP-CR-0RG)) NK 1.67 Individual Office RX 619302 Clear
Q0210010103 4052588L-167VP-CR-0RG)) NK 1.67 Individual Home RX 619303 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ NK 1.60 Individual Office RX 619310 Clear
Q0210010103 4052588L-160VP-CR-0RGC7 NK 1.60 Individual Home RX 619311 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 NK 1.50 Individual Office RX 619326 Clear
Q0210010103 4052588L-150VP-CR-ORGB8 NK 1.50 Individual Home RX 619327 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Budget S SOLO RX 598495 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Komfort S RX 619026 Clear
Q0210010103 4052588L-160VP-CR-0RGCY GS 1.60 Komfort S RX 619014 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Budget M SOLO RX 598494 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Komfort M RX 619027 Clear
Q0210010103 4052588L-160VP-CR-0RGCY GS 1.60 Komfort M RX 619015 Clear
Q0210010103 4052588L-150VP-CR-ORGB8 GS 1.50 Premium S RX 501129 Clear
Q0210010103 4052588L-160VP-CR-0RGC7 GS 1.60 Premium S RX 501093 Clear
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Dodatek 4/4
EMDN Code Basic UDI-DI Model Productcode Sf6 Barva
Q0210010103 4052588L-167VP-CR-0RGJ) GS 1.67 Premium S RX 501081 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Individual S RX 501121 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ GS 1.60 Individual S RX 501085 Clear
Q0210010103 4052588L-167VP-CR-0RGJ) GS 1.67 Individual S RX 501073 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Individual S RX 501061 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Premium M RX 501128 Clear
Q0210010103 4052588L-160VP-CR-0RGCY GS 1.60 Premium M RX 501092 Clear
Q0210010103 4052588L-167VP-CR-0RGJ) GS 1.67 Premium M RX 501080 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Individual M RX 501120 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ GS 1.60 Individual M RX 501084 Clear
Q0210010103 4052588L-167VP-CR-0RGJ) GS 1.67 Individual M RX 501072 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Individual M RX 501060 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Premium L RX 501121 Clear
Q0210010103 4052588L-160VP-CR-0RGC/ GS 1.60 Premium L RX 501091 Clear
Q0210010103 4052588L-167VP-CR-0RG)) GS 1.67 Premium L RX 501079 Clear
Q0210010103 4052588L-150VP-CR-0RGB8 GS 1.50 Individual L RX 501119 Clear
Q0210010103 4052588L-160VP-CR-0RGCY GS 1.60 Individual L RX 501083 Clear
Q0210010103 4052588L-167VP-CR-0RGJ) GS 1.67 Individual L RX 501071 Clear
Q0210010103 4052588L-174VP-CR-0RGGS GS 1.74 Individual L RX 501059 Clear




