DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex I+l of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971:2019
EN ISO 15223-1:2021
EN ISO 20417: 2021
EN ISO 10993-1:2020
EN ISO 10993-5:2009
EN ISO 10993-10: 2023
EN ISO 10993-23: 2021

EN ISO 11199-1:2021
EN ISO 11199-2-2021

Remark

The declaration of conformity is valid in connection
with the release technical ~ document
CE/MDR-Y12-02.

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: Foshan L&C Medical Technology Co., Ltd
Address: Songbailang,Tangbian Village, Shishan
Town, Nanhai District, Foshan City, Guangdong

Province, P.R.China
SRN:CN-MF-000044381

Product Information

Name: WALKING AIDS

Model: see annex

EMDN: Y12

Basic UDI-DI: 697787667LCYLO02EG
Classification: According to Rule 1, Annex VI,
Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.

Signature: COP& oLa,n/ Date:2024.10.16

BT ET R A RAT

Position: GBIOSHAN L&Qdﬁ,@%%kc hina
TECHNOLOGY CO.: LTD




Annex

Name

Model

Walking Aids

LCA113(L)(K)(C),LCA114(L)(K)(C),LCA115(L)(K)(C),LCA133(L)(K)(C),LCA134(L)(K)(C),LCAL53(L)(K)(C),LCA
154(L)(K)(C),LCA160(L)(C),LCA161(L)(C),LCA162(L)(C),LCA170(L)(C),LCA170(L)(C),LCA176(L)(C),LCAL77(
L)(C),LCA178(L)(C),LCA201(L)(K)(C),LCA202(L)(K)(C),LCA203(L)(K)(C),LCA251(L)(K)(C),LCA252(L)(K)(C),L
CA253(L)(K)(C),LCA323(L)(K)(C),LCA363(L)(K)(C),LCA413(L)(K)(C),LCA414(L)(K)(C),LCA415(L)(K)(C),LCA4
55(L)(K)(C),LCA463(L)(K)(C),LCA464(L)(K)(C),LCA465(L)(K)(C),LCA466/(L)(K)(C), LCA517(L)(K)(C),LCAB14(L
)(C),LCA631(L)(C),LCA632(L)(C),LCA633(L)(C),LCA634(L)(C),LCAB41(L)(C),LCA644(L)(C),LCAB54(L)(C),LC
A710(L)(C),LCA711(L)(C),LCA712(L)(C),LCA713(L)(C),LCA913(L)(K)(C),LCA915(L)(K)(C),LCA918(L)(K)(C),L
CA933(L)(K)(C),LCA943(L)(K)(C),LCA946(L)(K)(C),LCAI53(L)(K)(C),LCA955(L)(K)(C),LCA971(L)(C), LCA972(
L)(C),LCA973(L)(C),LCR201(L)(C),LCR203(L)(C),LCR381(L)(C),LCR382(L)(C),LCRA61(L)(C),LCR462(L)(C),LC
R463(L)(C),LCRA64(L)(C),LCR465(L)(C),LCRA66(L)(C),LCRA67(L)(C),LCRA68(L)(C),LCRA8(L)(C),LCRA82(L)(
C),LCR483(L)(C),LCR484(L)(C),LCR485(L)(C),LCRA86(L)(C),LCRA87(L)(C),LCRA8S(L)(C),LCRI61(L)(C),LCRI
62(L)(C),LCR963(L)(C),LCRI64(L)(C),LCRIB5(L)(C),LCRIG6(L)(C),LCRI67(L)(C),LCRIBS(L)(C),LCSO80,LCSO
81,LCS101L(S)(M)(L)(B)(1),LCS102L(S)(M)(L)(B)(1),LCS103L(S)(M)(L)(B)(1),LCS104L(S)(M)(L)(B)(1),LCS105L
(S)(M)(L)(B)(1),LCS112L(S)(M)(L)(B)(1),LCS132L(B)(1),LCS135W(S)(M)(L)(B),LCS201L,LCS202L,LCS203L,LC
$204L,LCS205L,LCS211L,LCS221L,LCS222L,LCS223L,LCS224L, LCS225L,LCS231L, LCS232L,LCS233L,LCS24
1L,LCS242L,LCS243L,LCS244L,LCS301(L)(S),LCS401(L)(S),LCS411 (L), LCSA12(L),LCS413(L),LCSA14(L),LCS4
15(L),LCS416(L),LCSA17(L),LCSA18(L),LCSA421(L)(S),LCSA422(L)(S),LCSA23(L)(S),LCSA24(L)(S),LCSA31(L),LC
$432(L),LCS433(L),LCS434(L),LCS442(L),LCS443(L),LCS444(L),LCS501L, LCS502L, LCS503L, LCS504L, LCS60
1(L)(C),LCS602L,LCS603L,LCS604L,LCS651L,LCS652L,LCS653L, LCS654L,LCS701L, LCS702L,LCS703L,LCS70
4L,LCS705L,LCS706L,LCS707L,LCS708L,LCS709L,LCS710L, LCS711L,LCS712L,LCS713L,LCS714L, LCS730L,L
CS731L,LCS732L,LCS733L,LCS734L,LCS741L,LCS742L,LCS743L,LCS744L,LCS801L,LCS802L, LCS803L,LCSS
04L,LCS901L,LCS902L,LCSI03L,LCSI04L
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