DECLARATION OF CONFORMITY
Regarding Medical Device Regulation (EU) 2017/745

X 0¥ Manufacturer: Jiangsu Saikang Medical Equipment Co.,Ltd.

%'@ Address: No. 35 Lehong Road, Modern Agriculture Demonstration
Park, Zhangjiagang City, Jiangsu Province, China

v 8 I-,,"‘ \”_‘
(A7)
q Address: Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan HG \
Q

g’ ".31 den |Jssel, The Netherlands
SA%

YOV SRN: NL-AR-000000247

540*& EC Representative: SUNGO Europe B.V.

Q
f}*’% Product Name: Medical Trolley
A0 Model/Size: See Annex

N SRN: CN-MF-000002228 Basic UDI-DI: 697453996MedicalTrolleyAC

"'0 Classification: Class |

N Rule: Rule 1, Annex VI, Regulation (EU) 2017/745
P 0K Conformity Assessment Procedure: ~ Annex lI+l of Regulation (EU) 2017/745

We herewith declare that the above-mentioned products meet the requirements of
Medical Device Regulation (EU) 2017/745 and the following harmonized standards.
g’fg EN ISO 14971: 2019 EN ISO 15223-1: 2016

YY) EN 1041:2008+A1:2013 ISO 10993-1: 2018

'yl EN I1ISO 10993-5: 2009 EN ISO 10993-10: 2013

sA&} IEC 62366-1:2015
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