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EU-férsakran om 6verensstammelse

Tillverkare

Namn: Svan Care AB
Adress: Alvagen 1, 771 41 Ludvika, Sverige
SRN: -

Svan Care AB férsakrar harmed att produkten Lift med artikelnummer 11700 och
Grundldggande UDI-DI 7350011590513TL Overensstammer med tillampliga krav samt de
alimanna kraven pa sakerhet och prestanda angivna i EU:s férordning for medicintekniska
produkter (MDR 2017/745, Bilaga |, Il, lll och IV), vilka ar applicerbara for produkten och
produktklass I, som den tillhér enligt MDR 2017/745, bilaga VIII.

Lift Easy &r ett hjalomedel fér den som har svart att resa sig ifran toaletten och placeras
ovanfér den befintliga toaletten hos anvandaren. Lift Easy kan lyfta dels med en svag tiltning
eller helt plant beroende pa brukarens énskan och finns i tva olika utféranden.

Produkten &r CE-markt och komplett dokumentation enligt bilaga Il fér MDR 2017/745, finns
tillgénglig. Produkten uppfyller foljande standarder:

IEC/EN 60601-1:2006 Elektrisk utrustning for medicinskt bruk - Del 1: Allmanna fordringar
betraffande sédkerhet och vasentliga prestanda

IEC/EN 60601-1-2:2014 Elektrisk utrustning fér medicinskt bruk - Del 1-2: Allmanna
fordringar betraffande sakerhet och vasentliga prestanda - Tillaggsstandard for
elektromagnetiska stérningar —

IEC/EN 60601-1-2:2014 Elektrisk utrustning for medicinskt bruk - Del 1-11: Tillaggsstandard
for utrustning och system for anvandning i hemlik vardmiljo

SS-EN ISO 21856:2022 Hjalpmedel - Allménna krav och provningsmetoder
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EU Declaration of Conformity

Manufacturer

Name: Svan Care AB
Address: Alvagen 1, 771 41 Ludvika, Sverige
SRN: -

Svan Care AB declares under sole responsibility that the product Lift Easy, with article number
11700 and basic UDI-DI 7350011590513 TL conforms to applicable requirements and general
safety and performance requirements of EU regulation on medical devices (MDR 2017/745, Annex
[, I, 1l and IV), which are applicable for the product and product class I, to which this belongs
according to MDR 2017/745, Annex VIII.

Lift Easy is a toilet lifter with adjustable height that helps to sit and raise up from the toilet. Lift Easy
also facilitates during transfer sideways to and from the wheelchair.

The product is CE-marked and complete documentation according to Annex Il for MDR 2017/745,
is available. The product complies to the following standards:

IEC/EN 60601-1:2006 Medical electrical equipment - Part 1: General requirements for basic safety
and essential performance

IEC/EN 60601-1-2:2014 Medical electrical equipment - Part 1-2: General requirements for basic
safety and essential performance - Collateral Standard: Electromagnetic disturbances -
Requirements and tests —

IEC/EN 60601-1-2:2014 Medical electrical equipment - Part 1-11: Requirements for medical
electrical equipment and medical electrical systems used in the home healthcare environment.

SS-EN ISO 21856:2022 Assistive products - General requirements and test methods.
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