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QUALITY SYSTEM

CERTIFICATE

ISO 13485:2016

Arctic Biomaterials Oy

Arvo Ylpén katu 41
FI-33520 Tampere, Finland

Eurofins Electric & Electronics Finland Oy has assessed the company's
quality system and found that it meets the requirements of ISO 13485:2016.
This certificate covers the following functions/services:

Design and manufacture of nonsterile polymer and
polymer composite materials for medical devices.

Design services and manufacture of nonsterile implantable medical devices
made of biodegradable polymer and polymer composite materials.
Primary packaging services of nonsterile products for medical application.
Polymer composite material testing services.

Valid from:
22 September, 2025

Valid until:
23 February, 2028

First issued:
24 February, 2016

(before 22 September 2025, the certificate was issued by another certifying body)
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Decision aker Lead Auditor

FINAS

Finnish Accreditation Service
$021 (EN ISO/IEC 17021-1)

Certification body:

Eurofins Electric &
Electronics Finland Oy
Kivimiehentie 4

FI-02150 ESPOO, FINLAND

Certificate nr.

EUFI129-25002315-S

THTR-06-L14-EN /v1.0/28.10.2024
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Annex to the Certificate EUFI29-25002315-S

Organisation

Arctic Biomaterials Oy
Arvo Ylpon katu 41, 33520 Tampere, Finland

The scope

of the certification includes the following sites

Site 1

Arctic Biomaterials Oy
Arvo Ylpon katu 41, 33520 Tampere

Design and manufacture of nonsterile polymer and polymer composite
materials for medical devices.

Design services and manufacture of nonsterile implantable medical
devices made of biodegradable polymer and polymer composite
materials.

Primary packaging services of nonsterile products for medical
application. Polymer composite material testing services.

Site 2

Arctic Biomaterials Oy
Telinetie 5 A 3, 33880 Lempédld

Manufacture of Glass Fiber material

Date

Valid from: 22 September 2025

Aliisa S/i fander Satu Lindgren
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EUROFINS ELECTRIC & ELECTRONICS FINLAND OY

Medical Devices
Kivimiehentie 4
FI-02151 Espoo - FINLAND

Business ID FI21741879
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