DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGQC Europe BV, .
Fascinatio Boulevard 522, Unit 1.7, -
SRN: NL-AR-000000247

Conformity Asse‘eement g

Conformity Assessment Procedure
. Annex 11+l of'Regu‘Iation (EU).2017/74-5

: Applicable Standards L
EN ISO 14971:2019

EN ISO 15223-1:2021
ENISO20417:2021
EN ISO 10993-1:2020 ",
EN ISO 10993-5:2000

EN ISO 10993-10:2023

EN ISO 10993-23:2021

Remark

The declaration of conformiy is valid in connection

. with the release technical dec;u_men.t

CE/MDR-Y091203-04.

; All the supporting documentation is rez‘erned af the

. premises of the manufacturer.
The Declaration of Conformity is exclus.'ve.’y uhder
the sole responsibility of the manufacturer.

Manufacturer

Name: .Zhongshan A&E Machineryh Indu_e'try f.?o..,
Ltd. ' '

Address: NO. 9 shenghw South Road Nantou

Town ongshan c:1ty Guengdong provmce

j‘_‘fChma
' :.SRN CN MF 000038650

" Productinformation

Narri‘:e“:_‘T oﬁiet eee:‘z_:’iraiser_f_";m '
“Model: 575 B; 575 B Deluxe

EMDN : Y091203

‘Basic UDI’; 6977897983e‘atréisef84’

-Classmcatlon Class L Accordlng (o}

VIII Regulatl_on (EU) 201 77

-Declaratlon

We here '_ 'th declare that the above mentloned

-products meet the requ;rements of Medlca! Dewce

Regulatlon (EV) 2017/?45 and the apphcable
standards above :

L Slgnature L _JDate:'2-023-8;§Q_._._

Position: Gfi - {Place: Guangdong /China
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