CERTIFICATE OF CONFORMITY

Ref. No.: HT2106132M001

Applicant :

Manufacturer :

Product : Optical Frame

CONFORMITY DETAILS

APPLICABLE
REGULATION STANDARD(S)
(EU) 2017/745

(MDR) EN ISO 12870:2018 | CONFORM

RESULT

This certificate of conformity is based on an evaluation of a sample of the above-mentioned
product. This is to certify that the tested sample is in conformity with the regulation
requirements for Class | Devices (non-sterile, without measuring function, non-reusable
surgical instrument), based on the above standard applied.

This certificate does not imply an assessment of the whole production. The manufacturer is
responsible for the internal production control to ensure the product(s) comply with the
applicable requirements of the Regulation.

The applicant of the certificate is authorized to use this certificate in connection with the EU
Declaration of Conformity according to the Regulation.

The CE marking, as shown above, can be affixed under the responsibility of the manufacturer,
if all relevant and effective EU Regulations are complied with. This certificate expires upon
the withdrawal of one of the above-mentioned regulation and standard.
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