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EU Declaration of Conformity

according to EU regulation 2017/746 relating to in vitro diagnostic medical devices

The company:

Company name | Single registration number Address
Luminy Biotech Entreprises
Awaiting issuance Case 922 — 163, Avenue de Luminy
DYNABIO S.A. by ANSM 13288 Marseille cedex 9
France

certifies under its sole responsibility that the device:

Risk class
Product Product Destination accordlng to Basic UDI-DI
name code appendix
VI
Cystic fibrosis C
MucoPAPIl | MPKO02 newborn 3770026964DYNABIOMPKO02E2
screening (3m ruer)

complies with European regulation 2017/746 relating to in vitro diagnostic medical devices
and complies with the French Public Health Code.

Done in Marseille, on 05/25/2022

Yann Dagorn
President, Dynabio S.A.
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