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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION
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EU Representative

BE)
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SUNGD Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,

2809VA Capelle aan den Wssel, The

Netheriands

SRN: NL-AR-000000247 Product Information

Conformity Assessment Name: Power Wheelchair

Model:
Conformity Assessment Procedure N5513A, N55138, N5513C, N5519, NS5180 W5211,W5213,
Annex |1+l of Regulation (EU) W5213B, W52130 W52130,WS216, W5216A W52188,W5217, )
2017/745 ; W5517 \WES1TA, W5520,W5521, WS5218,W5521C, 2
it . WS52118,N5515 N5515A NS516,N5515A WE521A,N5525,
NI 49?3"“1; mzu 1 ;’ WS526,N5901,WS007, WS536, WES364, WS5368. NSG13,
EN IS0 152231 2021 Q50 R Carban, NS815, N5916, NS517A, N5917, M504,
EN ISO 20417:2021 WS5a05, WESISA
EN ISO 10893-1: 2020 EMDN: Yi22127
EN 1SC 10803-5° 2008 GMON: 40840
EN ISO 10993-10: 2013 Basic UDI-DI: 687076597PW0010M _
ENEMM-!-E!ED%HA‘I:M Classification: Class |, According to Rule 13, Annex ".I'Hl.:
EN 50601-1:2006+A1:2013 Regulation (EL) 2017/745
EN 12184: 2014
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Declaration

Remark We harewilh declare that the above-mentioned products meet =0
The declsration of conformily is vald i the requirements of Medical Device Regulation (EU) 2017745 °
conneclion  wath  the  reiease  fachmics! and the applicatle standards above.
document CEMOR-Y122137-07
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