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=) DECLARATION OF CONFORMITY 3
* 2 ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION §
q;,be« . ;}
43 Manufacturer 23
~~ EU Representative e

w Name: ZHANGJIAGANG XIEHE MEDICAL g

e e

Z° Fascinatio Boulevard 522, Unit 1.7, pilia el iR aA e g

2909VA Capelle aan den ssel, The Ir.1dustr|al Zone, Yan?she Town, Zhangjiagang City, 9 ‘::
B Ritberlands Jiangsu 215600, China f‘;
. SRN: NL-AR-000000247 b g U o
Product Information e

e &

= Conformity Assessment Name: Manual Suction %
Model: YXH-MSR, YXH-MO01, XH-KB04, XH-KBO05, R
“. Conformity Assessment Procedure XH-KBO06,XH-KB07, XHKB09, XH-KB10
“° Annex II+IIl of Regulation (EU) 2017/745 EMDN: Q030199 S :
ERGeae Basic UDI-DI: 6974580870007E2 1
. Applicable Standards T ’ st

% 5 to Ri {

S ENISO 14971- 2019 Classification: Class |, According to Rule 5, Annex 2L
% EN ISO 20417: 2021 5
A7 ENISO 10993-1: 2020 35
. ENISO 10993-5: 2009 Declaration M
% ENISO 10993-10: 2023 Qﬁ
J5 ENISO 10993-23: 2021 ‘f’%g_..
‘ oy

+ Remark We herewith declare that the above-mentioned ‘ﬁ‘

. The declaration of conformity is valid in connection products meet the requirements of Medical Device &‘2‘”

with  the  release  technical ~ document Regulation (EU) 2017/745 and the applicable s

19 CEMDR-Q030199-11. : ﬁ{*
- All the supporting documentation is retained at the ?é‘
¢ i K-
premises of the manufacturer. ‘%

il whar

The Declaration of Conformity is exclusively under i %
. the sole responsibility of the manufacturer. =

SR,

b

PLESLER

o
Bk
P
x
e




