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The management system of

VitalSignum Oy

Kuortaneenkatu 2
FI-00510 Helsinki
Finland

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on Medical Devices, Annex || (excluding section 4)

For the following products

ECG recorders

Products covered are listed in Attachment 1 of this cerfificate

This certificate is valid from 23 July 2020 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 23 July 2020

This cerfification is based on decision: FI20/07039P0

Authorised by F?N As

Finnish Accreditation Service

S \/ Z 5003 (EN ISOIEC 17065)

Seppo Vahasalo
Notified Body Manager

8GS Fimke Lid., Notified Body 0598
Takomedie 8, FI-00380 Helsinki, Finland
t+358 96896 361 f+358 9 692 5474 www.sgs.com
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This docurnent is issued by the Company sukject to its General Conditions of
Cerfification Services accessible at www.sgs.comiterms_and_conditions.htm.
Altention is drawn 1o the limitations of liability, indemnification and jurisdictonal
issues established therain. The authenticity of this document may be vesified at
hitp:ferww Sgs.comienicertified-clients-and-productsicertified-client-directory.
Any unauthorized alteratian, forgery or falsification of the content or appearance
of this decument is unlawful and offenders may be grosecuted to the fullest
extent of the law



Attachment 1 to SGS Fimko Ltd. EC certificate F120/871798
Issue 1

Manufacturer VitalSignum Qy
Address Kuortaneenkatu 2
FI-00510 Helsinki
Finland
Activity and Medical 93/42/EEC Annex Il {excluding Section 4)
Device Product Category ECG recorders

List of medical devices and the corresponding type/medel markings with product trademarks/marketing
names covered by this certificate:

Medical Device Class Trademark(s) and Model(s)/type(s)
ECG sensor lla Beat2Phone ECG Sensor
ECG application lla Beat2Phone ECG App version 2.X.X

This docurert is issued by the Ctimpany subject to its General Condiions of
Certification Services accessible at www.sgs.comiterms_and_conditions. him,
Aterttion is drawn fo the limitations of fiabifity, indemnification and jurisdictional
issues estabiished thersin. The zuthesticity of this docurtent may be verified at

ity ffwvw, 505 comieneertified-clents-and-productsicerified-cllent-directery. Page 2 of 2
Any unauthonized alieration, forgery or falsification of the contertt or appearance
of this document is untawfui and offenders may be prosecuted fo the fullest
axtent of the taw.



