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DECLARATION OF CONFORMITY

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

EU Representative Name: Kunshan Hi-Fortune Health Products Co., Ltd
Address: #625 Juxiang Rd, Zhangpu Town, Kunshan

SUNGO Europe B.V. City, Jiangsu, CHINA

Fascinatio Boulevard 5§22, Unit 1.7, O SRN: CN-MF-000035403

2909VA Capelle aan den lJssel, The

Netherlands . Ayt

SRN: NL-AR-000000247 )
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Conformity Assessmemm M o7 'ME EYO7 EY18. P15, P55, HP203, HP204~

Annex I+l of Remﬁﬁoﬂ(E&ﬁOﬁl’M& b 1 Hﬁzos HP206, HP207, HP208, HP209. HP210,
. HP211. HP212 o7

. EMDN: Y122127

‘ faasic UDI-DI: 69731&595whee|cha|r95

Cla ﬁ' ification: Class 1, According to Rule 13, Annex

VIl Regulation (EU) 2017/745
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Appllcable Shandards
EN ISO 14971 2019
EN ISO“15223-1 202 ,
ENISO mwm S ‘
EN 1SO 10993-1: 2020

EN1SO 10963'5: 2008 ©
EN ISO'10993-10:2013 o
EN 60601-1-2:2015/A1; 2021
EN 60601- 1’2006]A2‘2051
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{; Remark i L We '?M declare that the above-mentioned "é: g
4% The declaration of conformity is valid in cmhectfé“ﬁs . products meet the requirements of Medical Device 5 E
S with . the  release tochnical document ' Regulation (EU) 2017/745 and the applicable o0
&5 CEMDR-Y122127-02. ) e WY siaﬂdafds above. ‘53\‘
: All the supporting documentation is retained at the. - ';3:'-?3

' premises of the manufacturer. q,’:
*39 The Dedlaration of Conformity is exclusively under . Signature: Date: 4477’; X
,.:‘ the sole rasponslbmty of the manufacturer. 7 %" N ﬁ ”o/ﬁ '.(-tl\(
; %%
& Position: GM Place: Kunshan/China S
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