EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unlt 1. 7
2909VA Capelle aan den IJsseI The
Netherlands -
SRN: NL-AR-000000247 -

Conformity Assessment

Conformlty Assessment Procedure
Annex I1+111 of Regulation (EU) 2017/745

Appllcable Standards
EN-1SO-14971:2019.

EN 1SO 15223-1:2021
EN ISO 20417; 2021 .
EN ISO 10993-1:2020
EN 1SO 10993-5:2009 . .-
EN ISO 10993-10:20

EN ISO 10993- 23:'2_21
EN ISO 11199 1: 2021

Remark
The declaration of conformity is valfd in connection
with the release technical docurhent_

CE/MDR-Y120603-03.

All the supporting documentation is retained at the

premises of the manufacturer.
The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

Manufacturer

Name: Zhongshan A&E Machinery Industry Co.,
Ltd. e
Address: NO.9 shenghui South Road Nantou Town
Zhongs_han city: Guangdong province China.

N:'CN -VIF-000038650

,rgduct{unformaﬁcni

'Name Fo]dlng Walklng Frames_;-i '_ .

Model: 230; 230 EL; 283 EL 233 ELC
EMDN : Y120603

Basic UDI : 697789798foldingwalkingZ4 |
‘Classmcatlon Class: l_____Accordlng Rule 1 Annex Ea
‘_Vill_,.l?%_e_gulahon (EU).20 7/745

Declaration

; We herewith declare that ’f'h‘e‘:a;boye-.nn‘ent'izoned -

ﬁfoducts meet the ré'duiféménté of Medical Device

Regulation (EU) 201 7/745 and the appllcable

standards above '

| '—'Signaﬁtui'ef | Date 2023 8, 30

I::’o'sition:G_'_ F’_'acé: Guangdong /China
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