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Harmed intygas att/This is to certify that

Frohe Sweden AB

Strémfallsvagen 4, 13549 TYRESO, SWEDEN

har ett kvalitetsledningssystem for medicintekniska produkter som uppfyller kraven enligt SS-EN ISO 13485:2016 vad géller
has a quality management system for medical devices that fulfils the requirements of SS-EN I1SO 13485:2016 with respect to

Tillverkning i och utanfér renrumsmiljo, distribution samt konstruktionsassistans av
formsprutade och sammansatta detaljer inom omradet medicinteknik

Manufacturing in and outside clean room environment, distribution and development
assistance of injection moulded and assembled devices within the field of medical devices

Ursprungligen utfardat/Originally issued 2006-03-20
Giltigt till och med/Expiry date 2026-12-02
Beslutsdatum/Decision date 2025-09-08
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