EU Declaration of Conformity

Legal Manufacturer:
MediDen A/S
Fredrikstadvej 15

9200 Aalborg SV
Denmark

Phone: +45 88626969
Email: salg@mediden.dk

The manufacturer hereby declares that the below mentioned medical devices (MD) are complient
with the EU regulation 2017/745 for medical devices class 1.

Medical device:

Intendet to be worn in the health care sector to protect patient and users from cross-
contamination. Tested according to and complies with: EN 14683:2019+AC:2019, I1SO 10993-10
and ISO 10993-5

q3

Products valid under this Declaration:
- MediDen Mundbind Type IIR — Engangs — Astma Allergi Danmark anbefalede.
- MaediDen Mundbind Type IIR — Engangs — Dispenserbox.

Color White Blue
Pack size 50Pcs 50Pcs
REF/Item number NH/H/08-50 NH/B/08-50
NH/H/08-50d NH/B/08-50d

This Declaration of conformity is issued under the sole responcibilty of legal manufacturer.

Place and Date Name and Titel Signature
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