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Manufacturer Name: Industrie Biomediche Insubri SA
Manufacturer Address: Via Cantonale, 67 CH-6805 Mezzovico-Vira Switzerland
Devices Description: ref. to Annex 25 — Product codes

Product code: ref. to Annex 25 — Product codes

Class Il according to Annex IX, Rule 8 and Rule 17 of the Directive
93/42/EEC

Notified Body: BSI 2797

Classification:

Conformity Assessment

S Annex H of Directive 93/42/EEC

Certificate number: CE 644955
CE 644959

We declare under our sole responsibility that the above mentioned medical devices comply with all
provisions of Council Directive 93/42/EEC and subsequent amendments and Regulation 722/2012 with
respect to active implantable medical devices and medical devices manufactured utilizing tissues of animal
origin.

Mezzovico-Vira (CH), 22.07.2021
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