»
Ny —
4
~

calian :_':-.'?. oo
h ,L“J L{_:'qh‘.zlf.

.I" J_.’.

N
L
P o S

‘ "he

i DECLARATION OF CONFORMITY

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

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment
Conformity Assessment Procedure
Annex l1+11l of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971: 2019, EN
1041:2008+A1:2013, EN ISO 15223-1:
2016, 1SO 10993-1:2018, EN 1SO 10993-
5-2000, EN I1SO 10993-10:2013, EN ISO
11199-2:2005

Remark
The declwation of conformily Is valkd in connechion
with the release lechnical document

Al the supporting documentation is retained at the
prwhises of the manufacturer.

The Declaration of Conformily is exclisively under
the sole responsibility of the manufaciurer.
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Manufacturer A

Name: ZHENJIANG RAPID REHAB & INSTRUMENT 5.0
CO.. LTD- :-:'\{':\"’
Address: NO.35 HUANCHENG SOUTH ROAD. Sets
PICHENG, DANBEI TOWN, DANYANG CITY, e
ZHENJIANG, JIANGSU, CHINA % »

Product Information ©

Name: Rollator fr
Model: See Annex :'° 3
GMDN: See Annex % \{‘
Basic UDIDI: - S
:l-_ »
Classification: Class |, according to Rule 1, Annex Cé«.&
VIIl, Requiation (EU) 2017/745 Do

Declaration

We herewith declare that the above-menticned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable -
standards above,

Name: Wilsog
Position: GM
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