Document No.
TDL-01-106-240419 c € EU Declaration of conformity

QUALITY MADE

Name of manufacturer Breitfeld & Schliekert GmbH - A Hilco Vision Company
Max-Planck-Strale 30, 61184 Karben
Germany

Single Registration Number (SRN) DE-MF-000013588

We declare under sole responsibility that the product

Name of product Lenses / Models see Annex

Basic UDI-DI 4048783L-150-SV-OTH-MIN24

Nomenclature EMDN Q0210010101, 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
Conforms to European Standard EN 21987

and the provisions of the following legislation:

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.
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Annex

M3 Nr. NAV Nr. | Model
1207879| 947011 | Correction lens +1,0 1pc
1207880| 947015 | Correction lens-1,5 1pc
1207881| 947020| Correction lens-2,0 1pc
1207882 | 947021 | Correction lens +2,0 1pc
1207883 | 947025 | Correction lens -2,5 1pc
1207884 | 947030| Correction lens -3,0 1pc
1207885| 947031 | Correction lens +3,0 1pc
1207886 | 947035 | Correction lens -3,5 1pc
1207887 | 947040 | Correction lens -4,0 1pc
1207888 | 947041 | Correction lens +4,0 1pc
1207889 | 947045 | Correction lens -4,5 1pc
1207890| 947050 | Correction lens -5,0 1pc
1207891 | 947055 | Correction lens -5,5 1pc
1207892 | 947060 | Correction lens -6,0 1pc
1207893 | 947065 | Correction lens -6,5 1pc
1207894 | 947070 | Correction lens -7,0 1pc
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