TR Comfortline

Hygiene Equipment

Designed for People
Bathing system
Declaration of Conformity
Valid from: 2021-04-01
Manufacturer: TR Equipment AB
Rundelgatan 2
573 35 Trands
Sweden
SRN: SE-MF-000027486
Notified body: N/A
Statement: This declaration of conformity is issued under the sole responsibility of
TR Equipment AB
Basic UDI-DI: 7350016060206C
Product: TR Comfortline — bathing system
Product variants: TR Comfortline II, TR Ecoline II Fixed height
Presumption of compliance SS-EN 1717, SS-EN 60601-1:2005
Classification: MDR Class I
MDR Annex: VIII, rule 1 & 13

We hereby declare that above mentioned devices comply with the European Medical Device Regulations
MDR 2017/745, Swedish law 1993:584 regarding Medical devices, Regulation 1993:876 regarding Medical devices and

regulation LVES 2003:11 from the Swedish Medical Products Agency.
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Mico Olsen, CEO

Head office Group Subsidiaries

TR Equipment AB, Sweden TR Group Inc, US, Phone: +1 (800} 752 6300

Phone: +46 140 38 50 60 TR Equipment Ltd, UK, Phone: +44 (0) 844 335 8386
info@trequipment.se TRanspoRehaMed GmbH, Germany, Phone: +49 (0) 212 645850-0

www.trequipment.se
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