EC Declaration of Conformity

Manufacturer: VitalSignum Oy

Address: Vallila Corner
Kuortaneenkatu 2
00510 Helsinki
Finland

The manufacturer declares under sole responsibility for issuing this EC Declaration of Conformity in relation

to the following products:

Product Name GTIN/UDI-DI code

Beat2Phone ECG sensor 6429810109002
Beat2Phone ECG charging connector 6429810109019
Beat2Phone ECG electrode strap 6429810109033
Beat2Phone ECG application 6429810109064
Beat2Phone ECG Kit 6429810109040

For the above products is hereby declared that they conform to the essential requirements set out in
community harmonization legislation mentioned below:

Risk Class:
Conformity Assessment procedure:

Product description:

Applied Harmonized Standards:

Notified Body EC MDD certificate:

Directive 93/42/EEC concerning medical devices,
Directive 2011/65/EU on the restriction of the use of certain
hazardous substances in electrical and electronic equipment

lla, rule 10
Annex Il (Full quality assurance system)

The VitalSignum Beat2Phone ECG-sensor is intended for use in
clinical and non-clinical environment for measuring the electrical

activity of the heart via two skin contact electrodes providing a one-
lead electrocardiogram accurate enough to detect arrhythmia.

EN 60601-1:2006/A1:2013, EN 60601-1-2:2015, EN 60601-1-6:2010,
EN 60601-1-11:2010, EN 60601-2-47:2001, EN ISO 14971:2012, EN
62304:2006, EN 62366:2008, EN ISO 15223-1:2016

SGS (Notified body number 0598) certificate FI20/871798

VitalSignum Oy has certified EN ISO 13485:2016 (Medical devices - Quality management systems -
Requirements for regulatory purposes) Quality Management System. Certificate number FI20/871794.

VitalSignum Oy
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Annex to EC Declaration of Conformity

Manufacturer: VitalSignum Oy

Actor ID/SRN: FI-MF-000010423

Address: Kuortaneenkatu 2
00510 Helsinki
Finland

The manufacturer has registered the Beat2Phone ECG Kit (GTIN/UDI-DI: 06429810109040) to the
EUDAMED with EUDAMED-DI B-06429810109040

The Beat2Phone ECG Kit includes the conforming products according to the EC Declaration of Conformity

Product Name EUDAMED-DI GTIN/UDI-DI

Beat2Phone ECG Kit B-06429810109040 06429810109040
Beat2Phone ECG sensor 06429810109002
Beat2Phone ECG charging connector 06429810109019
Beat2Phone ECG electrode strap 06429810109033
Beat2Phone ECG application (v2.X.X) 06429810109064
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