EC Certificate Full Quality Assurance System F120/871801

The management system of

Nukute Oy

Makelininkatu 43
90100 Qulu
Finland

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on Medical Devices, Annex Il (excluding section 4)

For the following products

Biosignal recorder for sleep disorder diagnostic aid

Products covered are listed in Attachment 1 of this certificate

This certificate is valid from 21 August 2020 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 21 August 2020

This certification is based on decision: Fi20/07047P0

Authorised by
Sepr— Viter—
Seppo Vahasalo

Notified Body Manager

SGS Firnka Ltd., Notified Body 0598
Takomotie 8, FI-00380 Helsinki, Fintand
t +358 3696 361 f+358 96925474 www.sgs.com
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This document is issuad hy the Company subject te its General Conditions of
Cerfification Services accessible at www.sgs.comferms_and_conditions.him.
Aterition is drawn ta the limitations of liability, indemnificaticn and jurisdictionat
issuas established therein. The authenticity of this dacument may be verified at
Pttp:/www,5g5.comien/cerified-clients-and-p fcerfified-client-directary.
Any unatthorized alteration, forgery or falsification of the content or appearance
of this documnentis unfawful and offenders may be prosecuted to the fullest
rxtant nf the law.
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