
Declaration of Conformity
Raizer ll Patient Lifting Chair - Powered

hiloving Health Forward

Direct Healthcare Group Ltd., Withey Court, Western lndustrial Estate, Caerphilly, United Kingdom, CF83 1BF

hereby declare that the products identified below conform to the requirements of the Medical Device Regulations

2AL71745.

The following standards have been used to fulfil the uirements of the Medical Device ns:

Signature: Date: l4 NOVe,*bo{ ZoZZ

Jo Campbell, QARA Director, Direct Healthcare Group Limited, Caerphilly, United Kingdom

DHC

Direct Healthcare Group
Withey Court, Western lndustrial Estate, Caerphilly, United Kingdom, CF83 18F

T: +44 (0) 800 043 0881 F: +44 (0) 84s 459 9832
Company number: 05252571 VAT Registration number: 241657414

INTETLIGENT PRESSURE CARE

SPECIALIW SEATIN6
RENTAT & SERVICE SOLUTIONS
www.d'r rectlrealthca regroup.com

Product Name $ee schedule

fDirect Healthcare Group Limited, Withey Court, Western lndustrial Estate,

lCaerphilly, United Kingdom, CF83 1BF

Legal Manufacturer

IA

[rr

battery powered system intended to be used to lift a person lying on thelntended Use
oor to a seated position

Device classification lClass t under rule 1 and l-3 of Annex Vlll
peti-iertincation following compliance with the requirements of Annex ll and

lAnnex lll of MDR 20171745.
Route to classification

lrveai.. uf u.triiit eqripment - Part L: General

iand essential performance
requirements for basic safetyBS E N 60601-1 :2006+A12:20L4

BS EN 60601-1,-2:2015 lf lectromagnetic disturbances - Requirements and tests

lnequirerents for med

|systems used in hg11q

ical electrical equipment and medical electricalBS EN 50601-1-11:2015
healthcare environment

BS EN 60601-1--6:201,O.A12O15Tr.b''fity
BS EN 60601-1-8:2007+A11:2017peneral requirements, tests and guidance for alarm systems in medical

lelectrical equipment and medical electrical systems

medical electrical equipment and medical electrical
for use in the emergency medical services environment

zo-[n"crir"r"ntr ro,"

lsystems intended
BS E N 60601 -L-12:20L5+ AL

BS EN 62304:2005+41:2015 ]wtedical device software. Software life-cycle processes

BS EN 62366-1:20L5
(Annex C 2015)

lMeOicat Devices - Part 1: Application of usability engineering to medical
pevices

lveaicat devices - Symbols to be used with medical device labels, labelling

land information to be supplied - Part 1: General requirements
BS EN ISO 1.5223-L:2021.

BS EN 1041:2008+4L:2013 [lnformation supptied by the manufacturer of medical device

[aiological evaluation of medical devices - Part 1: Evaluation and testing

[*itf,in a risk management process
BS EN ISO 10993-1:2018

BS EN 10535:2006 lHoists for the transfer of disabled persons - Requirements and test methods
BS EN ISO 13485:2016 luedicat devices - Quality management system
BS EN ISO 1.4977:2079 lfveaicat devices - Application of risk management to medical devices

EU Authorised Representative
Direct Healthcare Group Sverige AB, Torshamnsgatan 35, SE-164 40 Kista,

Sweden

Direct Healthcare Group PTY Ltd.,67 Howe Street, Osborne Park, Western
Australia 60L7

Australian sponsor

Represe ntative/Sponso r Address

Product Details

Standard/Document Name Description



Declaration of Conformity
Raizer ll Patient Lifting Chair - Powered

Schedule - Product Listing

Direct Healthcare Group
Withey Court, Western lndustrial [state, Caerphilly, United Kingdom, CFB3 1BF
T: +44 (O) 800 043 0881 F: +44 (0) 845 459 9832 t1j.:irr:,.rtl-:-,ili::i:l.r,iri.:ti-i;:t !;.r.,!i.i.t;
Company number: 05252577 VAT flegistration numher: ZliL6574tO

DHT
L/oving Health Forward

INTELLI6ENT PRESSURE CARE

SPECIALITY SEATING
RENTAL & SERVICE SOLUTIONS
www.directhealthcaregroup.com

Raizer Il 105029 0s060s72010369

Description Product Code Basic UDI


