EU PROHLASENI O SHODE

g

EU DECLARATION OF
CONFORMITY

Vyrobce: Svérovsky, s.r.o.
Sidlo: Odlehla 164/26, 621 00 Brno
Ceska republika

N4zev: BILE HOLE - ORIENTACNI

Zakladni UDI-DI:

8594212050RIENTNS8

859421205TIPSLQ (pFislusenstvi - koncovky)
Varianty: viz Pfiloha |

Uréeny ucel: Kompenzacni prostfedek Kk
prostorové orientaci a samostatnému pohybu
osob s tézkym zrakovym postiZzenim.

T¥ida zdravotnického prostiedku: | (nesterilni,
neméfici funkce)

Vyrobce vydava toto EU prohlaseni o shodé na
svou vyhradni odpovédnost a prohladuje Ze
vlastnosti vy$e uvedeného zdravotnického
prostiedku spliiuji vSéechny poZadavky v souladu
nafizenim Evropského parlamentu a Rady (EU)
2017/745, o zdravotnickych prostiedcich, a Ze je
tento zdravotnicky prostfedek pro urceny tcel
pouziti bezpe¢ny, ucinny a vhodny pro
poskytovani zdravotni péce. Vyrobce dale
prohladuje, Ze pfijal opatfeni, kterymi
zabezpecuje shodu zdravotnického prostfedku
uvadéného na trh se zakladnimi poZadavky a
technickou dokumentaci vyrobce dle ¢l. 52, odst.
7 nafizeni Evropského parlamentu a Rady (EU)

2017/745.

Brno, dne 27.11.2023
Brno, 27th November 2023

Manufacturer: Svarovsky, s.r.o.
Registered office: Odlehld 164/26, 621 00 Brno
The Czech Republic

Product Identifier:

Trade Name: WHITE CANES - ORIENTATION
Basic UDI-DI: '
8594212050RIENTNS

859421205TIPSLQ (accessories - tips)

Sizes: see Annex |

Intended use: Compensating aid for spatial
orientation and independent movement of
people with severe visual impairment.

Class of medical device: | (non-sterile, non-
measuring function)

The manufacturer issued this EU declaration of
conformity under its sole responsibility and
declares that the characteristics. of the above
medical device fulfill all the requirements laid
down in Regulation (EU) 2017/745 of the
European Parliament and of the Council, that the
medical device is safe and effective for the
intended purpose, and appropriate for the
provision of healthcare. The manufacturer
further declares that it has taken measures to
ensure compliance of the medical device placed
on the market with the general safety and
performance requirements and the
manufacturer's technical  documentation
pursuant to Article 52 (7) of Regulation (EU)
2017/745 of the European Parliament and of the
Council.
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Ing. Milos Svdrovsky
jednatel spole¢nosti



