
DECLARAT10N OF CONFORMITY
ACCORDING TO(EU)2017r745 MEDiCAL DEViCE REGULAT:ON

EU Representative

SUNGO Europe B.V

Olympisch Stadion 24,1076DE

AMstё rdam,Nethё ttanls

SRN:NL―AR-000000247

t

Manufacturer

NAME: FOSHAN SHUNKANGDA MEDICAL TECH

CO.,LTD

Address: Pingnan lndustrialArea , Guicheng Nanhai

District ,525251 Foshan City,Guangdong P.R' China

Product lnformation

Narrlet lralker

Mode:= See Annex

GttDN: See Attnex

8asic tJD:‐ D::―

Classificationi Ciass i, according to Rule l, Annex

Vii:,Regulatton(EU)2017′745

Deciaration

we herewith declare thatthe above― mentioned

pfoducts lneetthe FequiFernents of Medical Device

Regulation(EU)2017/745 and the applicable

standards above.
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Conformity Assessment

ConfoH‖ ity Assessment Procedure

Annex ll+l:l of Regulation(EU)2017/745

Applicable Standards

EN iS0 14971:2019,EN

104112008+Al1201 3,EN iS0 15223-1:

2016,iS0 10993-1:2018,EN iSO

10993-5:2009,EN IS0 10993-10:2013,

EN IS011199-1:1999

Remark
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The Declantion of Conformity is exc{usively *nder

the sote responsibility of the manufacturer
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Annex

Product

Name
Model CMDN

・Ｓ‐Ｃ
　
‐
・
Ｄ‐

Ｂａ
　

ＵＤ

VValker

CA81lLi CA81lLC,CA81lL― Y CA8115L,CA312L,CA812L=C,CA812ふ、CA812LG,

CA812LMG,CA812LSC,CA8124LG:CA8125L,CA8126LC,CA8127LO,CA8128L,

CA8128LS,CA814LG,CA815LG,CA816L,CA816LC,CA8163L,CA817LG,CA819LL,

CA鋭 9LM:CA819LS,CA8創 L CA82Ц varF嶋 ,CA8塞 LS,CA8割 LVV CA8理 lL,

CA8212L,CA8213L,CA823L,CA824L,CA8241L,CA8242L,CA8246L,CA826Li

CA328L,CA829Li CA813L,CA827CX,CA8272TX,CA8273i CA8273Ⅵ 4 CA8274CX,

CA8275,CA8276,

CA8773,CA3773F:CA8776,CA8峰 OL:CA810L-4,CA810LD-5,CA8112L,

CA8114LG-44,CA81lL-5,CA81lLC-5tCA8122LC-3:CA8122LG4,CA8122LC-5,

CA8123LC-3,CA812LXS,CA816LG-5,CA321l LVV-55,CA821L-5,CA8243LLlCA8243LM,

CA8243LS,CA8244L-3,CA824L-4,CA825,CA875,CA8117LC-441 CA8118iCA8116LG
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