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DECLARATION OF CONFORMITY
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Annex IV — Regulation (EU) 2017/745

BIEFFE ITALIA s.r.l.
Actor ID/SRN: IT-MF-000035325

As manufacturer of the products underneath listed, declare under its own

responsibility that the products:

BFAL 27.67 AL - BFAL 27.67 BL - BFAL 27.67 CL
BFAL 27.67 DL - BFAL 27.67 EL - BFAL 27.67 FL

leading to the product family:

STANDARD OPTOTYPES

BASIC UDI-DI: 805373671BFALSTD_OPT2R

are in conformity

with the essential requirements of the Regulation (EU) 2017/745 as Class |
medical devices according to Annex VIII, Chapter Ill, Rule 1 (one).

Intended Use: Medical device for determining visual acuity using a graphic
representation of letters or symbols.
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