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Medical device:

Verze:
Version:

Rok vyroby:

Year of manufacture:
Rizikova trida:

Risk class:

Zakladni UDI-DI:
Basic UDI-DI:

Uréeny ucel:
Intended purpose:

Zdravotnicky prostredek:

VR REHABILITACE

v1.0

2021

| podle pravidla 11 (pfiloha VIII k Nafizeni 2017/745)
| according to the Rule 11 (Annex VIII of Regulation
2017/745)

859420839VRMVJ

VR rehabilitace je uréena pro rlizné typy rehabilitaci pro zlep$eni fyzického a
mentalniho stavu pacient(, a to zejména téch po ortopedickych zakrocich a
u neurologickych pacientl. VR rehabilitace se pouziva pro cvi¢eni hornich a
dolnich koncetin, pfi poranénich a onemocnénich uvadénych jako indikace.
VR rehabilitation is designed for various types of rehabilitation to improve
the physical and mental condition of patients, especially those after
orthopedic procedures and neurological patients. VR rehabilitation is used
for upper and lower limb exercises, for injuries and diseases mentioned as
indications.

Vyrobce timto zaru€uje a prohlasuje na svou vyluénou odpovédnost, ze vySe specifikovany
zdravotnicky prostfedek nese oznaceni CE a je uvadén na trh v souladu s pravem Evropskych spole€enstvi
podle Nafizeni Evropského parlamentu a Rady (EU) 2017/745 ze dne 5.dubna 2017.

The manufacturer hereby warrants and declares under his sole responsibility that the medical device
specified above bears the CE marking and is placed on the market in accordance with European
Community law pursuant to Regulation (EU) 2017/745 of the European Parliament and of the Council of 5

April 2017.

Zdravotnicky prostredek vyhovuje zakladnim pozadavk(im Nafrizeni Evropského parlamentu a Rady
(EU) 2017/745 ze dne 5.dubna 2017.

The medical device complies with the requirements of Regulation (EU) 2017/745 of the European
Parliament and of the Council of 5th April 2017.

Pouzité normy / Standards used
e CSNEN ISO 13485 ed.2:2016

CSN EN ISO 14971:2020
CSN EN 15223-1:2022
CSN EN 62366-1:2019
CSN EN 82304-1:2018
CSN EN 62304:2007

Pouzité MDCG pokyny / MDCG guidelines used
MDCG 2019-11, MDCG 2019-16, MDCG 2020-1
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http://www.vrmedical.cz/

Zdravotnicky prostiedek je bezpecny za podminek spravného pouziti k Gcelu, pro ktery je urcen.
The medical device is safe under the conditions of proper use for the purpose for which it is intended.

Doplnujici informace:
PFi posouzeni shody bylo pouzito:
- Clanek 52 a ptilohy Il a lll Nafizeni 2017/745
- technicka dokumentace zdravotnického prostfedku VR REHABILITACE

Zdravotnicky prostfedek je v souladu s ¢eskym Zakonem 375/2022 Sb. Ze dne 3. listopadu 2022 o
zdravotnickych prostifedcich a diagnostickych prostfedcich in vitro.

Toto prohlaseni ztraci svoji platnost, jestlize jsou na produktu provedeny jakékoliv vyrobcem
neautorizované zmény, je pouzivan k jinému ucelu nebo je pouzivan, instalovan a udrzovan jinak, nez je
predepsano.

Additional information:
The following was used in the conformity assessment:
- Article 52 and Annexes Il and Il of Regulation 2017/745
- technical documentation of medical device VR REHABILITATION

The medical device complies with the Czech Act 375/2022 Coll. of 3 November 2022 on medical devices
and in vitro diagnostic devices.

This declaration is void if any unauthorized changes are made to the product, is used for any other purpose
or is used, installed and maintained otherwise than as prescribed.

Jménem spolecnosti VR medical s.r.0., v Plzni dne
On behalf of VR medical s.r.o., in Pilsen on
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