Dividat

EU DECLARATION OF CONFORMITY

MANUFACTURER DIVIDAT AG
REGISTERED OFFICE ADDRESS NEUHOFSTRASSE 3 - 8834 SCHINDELLEGI - CH
SINGLE REGISTRATION NUMBER CH-MF-000033574

medica Medizintechnik GmbH
AUTHORISED REPRESENTATIVE Blumenweg 8 - 88454 Hochdorf - DE
SRN: DE-AR-000030120
VAT/TAX ID: DE 144890393

DECLARES UNDER ITS SOLE RESPONSIBILITY THAT THE DEVICE:

MODEL SENSO

CODE DIV-SENSO
BASIC UDI-DI ++G529SENSOB4
EMDN 212062603

The Dividat Senso promotes the interplay of physical and cognitive
functions through simultaneously combined cognitive-motor training.
Interactive exercises/games specifically target several physical and
cognitive functions as e.g. static and dynamic balance, postural control,
reaction speed, attention and executive functions. The Dividat Senso
enables the treatment, alleviation or prevention of impaired
physical-cognitive interplay due to age-, disease- or accident-related
changes in the sensorimotor or neuronal systems.

INTENDED USE

CONFORMS:
TO REGULATION (EU) 2017/745
CLASSIFICATION Class | (Annex. Vil rule 13)
CONFORMITY ASSESSMENT PROCEDURE Article 19 Annex Il and IlI

AND THE FOLLOWING LEGISLATIVE ACTS PROVIDING FOR THE RELEASE
OF A EU DECLARATION OF CONFORMITY:

Directive 2012/19/EU on waste electrical and electronic equipment (WEEE/RAEE)
Directive 2014/53/EU relating to placing radio equipment on the market
RoHS Directive 2011/65/EU (See Annex |)

Date and place of issue of the declaration of conformity Schindellegi, 28/05/2024
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Dividat

Annex |

Declaration of Conformity to EU RoHS

Products are in compliance with Directive 2011/65/EU of the European Parliament and of the Council of 8
June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic
equipment (also known as “RoHS Recast”). In addition, this declaration of conformity is issued under the
sole responsibility of the manufacturer, specifically, products manufactured do not contain the substances
listed in the table below in concentrations greater than the listed maximum value.

This declaration also implements the COMMISSION DELEGATED DIRECTIVE (EU) 2021/1980 of 11 August

2021.

Substance Maximum Limit %
Lead 0.1
Mercury 0.1
Cadmium 0.01
Hexavalent chromium 0.1
Polybrominated biphenyls (PBB) 0.1
Polybrominated diphenyl ethers (PBDE) 0.1
Bis(2-ethylhexyl) phthalate (DEHP) 0.1
Butyl benzyl phthalate (BBP) 0.1
Dibutyl phthalate (DBP) 0.1
Diisobutyl phthalate (DIBP) 0.1
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