DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex I1+11l of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971: 2019, EN
1041:2008+A1:2013, EN ISO 15223-1:
2016, ISO 10993-1:2018, EN ISO
10993-5:2009, EN ISO 10993-10:2013,
EN 12183-2014

Remark
The deciaration of conformity is valid in connection

with the release technical document

All the supporting documentation is refained af the
premises of the manufacturer,

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

Digitally signed by Jighili Tatiana
Date: 2021.06.04 16:53:46 EEST
Reason: MoldSign Signature
Location: Moldova
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]
Manufacturer

Name: FOSHAN SHUNKANGDA MEDICAL TECH
CO.LTD

Address: Pingnan Industrial Area , Guicheng Nanhai
District , 528251 Foshan City,Guangdong P.R. China

Product Information

Name: Wheelchair

Model: See Annex

GMDN: See Annex

Basic UDI-DI: -

Classification: Class |, according to Rule 1, Annex
VIil, Regulation (EU) 2017/745

On behalf uf SUNGQ Europe office, I confirnied we are

EU REP of the company who issue this document,

Decla ra@ Ui, 2 [ ’ffg”m

i

We herewith declare that the above-méntioned <« (5)
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.

SignaturedM B—L

Name: Yu Jinwei
Position: GM

i




Annex

Product
Name

Model

GMDN

Basic
UDI-DI

Wheeichair

CAB08, CAB08GC, CAG09, CAGOSGC, CAR02,
CA903, CA903-35, CA9041-43, CA904-51, CA905,
CAQ07E, CA912BE, CAS13, CA92?1. CAS922B,
CA9232, CA926-51, CAS28B, CAS31B, CA932B,
CAS51E, CA952, CA955, CAS612LHB, CA9622L,
CA9631L, CA963LF, CA963LFH, CA9654LH,
CA965LH, CA966LEH, CA9671FH-A,
CA9671FH-B, CAS671LFH, CAS67LHB,
CA9671LHB-A, CA9671LHB-B, CAS682LFH,
CAQ712LFH, CA9731LFH, CAS73LFH, CAS781LF,
CA9784LFH, CA978LFH, CA9791LFQ,
CAQ79LFH-B, CAS9801LQ, CAS80LQ, CAS810,
CAS81LH, CA9821LG, CAS82LGC, CA9831LGC,
CA983LGC, CA9841LGC, CA984LGC,
CAQ861LFQ, CA9862LQ, CA9863LQ, CA9865LQ,
CA9866LFH, CA9868, CA991LB, CA992LB,
CA9Q3LF, CA994LB, CA995LBQ, CA901, CA902B,
CAS907, CA912BC , CA913B, CA914E, CA922BC,
CA923, CA926, CA932BC, CA933B, CA933BC,
CA941, CAS51, CA951F, CA956L, CA962L,
CAQ65LEH, CA966LFH, CA971LF, CA9752LH,

46137
41631
41632
37687
45052
45353

CA975LH, CA9781LFH, CAS77LH, CA991L, () behlilf of SUNGO Europe office.

o compuny who issue

CA9791LFHQ, CA979LFH, CA9862LFQ,
CA9865LFHQ-24, CAS866LFH, CA9869LQ, (ﬁ“""h
CA9873LFQ, CA9874LFQ, CA09, CAg0oL, | €|

EU REp ot ¢

CA910F, CA9792LF, CA9793LF, CAS861LFQ, s S IR

CA9863LQ, CA9880LQ, CA9881LQ,CAS882LQ

[ confirmed

his docimen

e are

.




DECLARATION OF CONFORMITY
| ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

1 e T sl

]

"Manufacturer
EU Representative
Name: FOSHAN SHUNKANGDA MEDICAL TECH
CO.LTD
Address: Pingnan Industrial Area , Guicheng Nanhai
District , 528251 Foshan City,Guangdong P.R. China

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Product Information
Conformity Assessment Name: Cane&Crutch

Model: See Annex
Conformity Assessment Procedure GMDN: See Annex
Annex I+l of Regulation (EU) 2017/745 Basic UDI-DI: -

Classification: Class |, according to Rule 1, Annex

AppiicablsSitandasis VIll, Regulation (EU) 2017/745 e, < ¢
EN ISO 14971: 2019, EN On behalf vf SUNGO Europe t_’.l.‘..-"‘"'f- 1”;’;’{:;1
1041:2008+A1:2013, EN ISO 15223-1: EU REP of the compuny who 1SSUE TEE 0
2016, ISO 10993-1:2018, EN ISO f"‘““-

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

EN ISO 24415-1:2009, EN ISO Declaration, -

11334-1:2007, ISO 24415-2:2011 .

Remark We herewith declare that the above-mentioned

The declaration of conformity is valid in connection products meet the requirements of Medical Device

with the release  technical  document Regulation (EU) 2017/745 and the applicable
CE-MDR-TCF005. standards above.

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.




Annex

Product
Name

Model

GMDN

Basic
uDI-DI

Cane&Crutch

CA831L3, CA832L1, CAB32L2, CA832L3,
CA832L4, CAB32L5, CA832L6, CAS32L7,
CA832L8, CAB33L1, CAB33L2, CA833L3,
CA833L4, CAB33L5, CAB33L6, CAB34LA,
CAB34L2, CAB34L3, CAB34L4, CAB34LS,
CAB34L6, CAB34L7, CA835L, CAB35L1, CAB35L2,
CA836, CAB38L, CAB391, CAB392, CAB411,
CAB412, CAB413, CAB415, CAB42, CABA21,
CAB422, CABA23, CAB423L, CAB423M, CAB423S,
CAB8424, CAB426, CAB427, CABA3, CAB430L,
CA8431, CAB432, CAB433, CAB434L, CAB435,
CAB436, CAB437L, CAB45L, CAB451, CAB452L,
CAB453, CAB454L, CAB455, CAB456, CABS53,
CAB53-N, CABO1LL, CABO1LM, CABO1LS,
CABO1LXS, CABO11LL, CABO11LM, CAB012LL,
CA8012LM, CAB012LS, CAB012LXS, CABO13LL,
CAB013LM, CABO13LS, CAB014LL, CABO14LM,
CA8014LS, CABO14LXS, CAB02LL, CASO2LM,
CAB02LS, CAB02LXS, CAB03L, CABO3M, CABO3S,
CABO5LL, CABOSLM, CASO5LS, CASOBL,
CABO0B1L, CAB0B2L, CABO7LL, CASO7LM,
CABO7LS, CABOBLL, CABOSLM, CABOSLS,
CAB425, CAB51L1, CA851L2, CAB51L3, CAB51L4,
CAB51L5, CAB52L1-L, CAB52L1-M, CAB52L1-§)11

CAB541LM, CAB541LS, CA856LL, CA856LM,
CAB56LS, CABS6LXS, CA8561LL, CABS61LM,
CAB561LS, CAB561LXS, CA8563LL, CA8563LM,
CAB563LS, CA857L

(E

31115
31113
31112
31116
45847

half of SUNG O Europe offit

g, I confirme

Io* I 1181

o fecrds this dOCHI

- "R e A WO SSHE TRk
ll.— ,‘” af tie _,,j?;lr_!.ii'_l Lt

CAB852L1-N, CAB52L2, CA854L, CAB541LL, LUAP
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| we are



DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex lI+Il of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971: 2019, EN
1041:2008+A1:2013, EN ISO 15223-1:
2016, ISO 10993-1:2018, EN ISO
10993-5:2009, EN ISO 10993-10:2013,

Remark
The declaration of conformity is valid in connection

with the release technical document

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.

Tt e

4
Manufacturer
Name: FOSHAN SHUNKANGDA MEDICAL TECH
CO.LTD
Address: Pingnan Industrial Area , Guicheng Nanhai
District , 528251 Foshan City, Guangdong P.R. China

Product Information

Name: Commode Chair

Model: See Annex

GMDN: See Annex

Basic UDI-DI: -

Classification: Class |, according to Rule 1, Annex

VI, Regulation (EU) 2017/745

| confirmed we dre
On behalf of SU NGO Europe 0ffic con

hio i55ue r'f.".\';:'m.':f.im'm‘.

EU REP uf the company

Authorized ..r-;s'.:*'“““"e (S)
We herewith declare that the above-mentioned

products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.




Annex

Product
Name

Model

GMDN

Basic
UDI-DI

Commode
Chair

CA601, CAB02, CA603, CA611, CAB11U, CAB12,
CAB13, CAB13L, CAB131, CA6132, CAB14L,
CAB14LW, CA6143L, CA6144L, CA615, CAB15L,
CA616, CAG16E, CA616L, CAB1 68 CAG18,
CA618A, CAB18L, CA6181, CAG‘IQ CAB201L,
CAB203L, CA6204L, CAG205L, CA6208L,
CAB206L, CA6209L, CA6210L, CAB20L, CA622U,
CA623L, CA651L, CA6511L, CAB52, CAG521,
CAB53, CAB531, CAB62, CAB621, CABB3,
CA6642, CAB642L, CAB67, CAB671, CABETS,
CA668, CAB69, CA870, CAB70L, CA671, CAB712,
CAB72, CAB73L, CAB731L, CAB74-2", CAG74-4,
CAB74-6", CAGT41-2", CABT414", CA6741-6",
CAGB742-2", CA6742-4", CA6742-6", CABT6,

CA677, CAB91L, CAB911L, CA693, CABI7 ), 1.
CAB97A, CABY7U, CAB98, CABI8A, CAG981, 1]
CAB982, CAB99, CAB99W, CA6992L, CAG993

walf of SUNGO Europe offic

o compant who issig

ool th

CAB995, CA6995W, CAB996L, CA6997, CAG18U, . =

CAB97S

40539

s [ confirmed

Ve are

this documepit.
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Signature;

Position:

Authorized Signatiire

=)

(S)
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DECLARATION OF CONFORMITY

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

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, 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
1041:2008+A1:2013, EN ISO 15223-1:
2016, ISO 10993-1:2018, EN ISO
10993-5:2009, EN ISO 10993-10:2013,
1SO11199-2:2005

Remark
The declaration of conformity is valid in connection

with the release technical document

All the supporting documentation is refained at the
premises of the manufacturer.

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

7 .‘_i A R el

]
Manufacturer

Name: FOSHAN SHUNKANGDA MEDICAL TECH
CO.LTD

Address: Pingnan Industrial Area , Guicheng Nanhai
District , 528251 Foshan City,Guangdong P.R. China

Product Information

Name: Rollator

Model: See Annex

GMDN: See Annex

Basic UDI-DI: -

Classification: Class |, according to Rule 1, Annex
V1il, Regulation (EU) 2017/745

fpe 2, wWhe? ‘}‘e
0 Europe office, 1 confirmed we @

On pehalf of S ING ho issue this document.
10y T oy WHO 1SSUHE LT
EU REP of the compaic
a ,"/ﬁ /)
Declaration”” , . .
I " ﬁ — p——

i o d Sionatiire ()
We herewith declare that the above-méfitioried "
products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable

standards above.

Name: Yu Ji
Position: GM



Annex

Product
Model GMDN Basic UDI-DI

Name

C8860L, CA8611L, CA861L, CAB62L,

CA871L, CAS873L, CA874, CA8741L,

CA8761L, CAB880, CA8801, CA8821W,

CA882L, CA882LW, CA882¥W, CAB8851L,

CA8861L, CAB862L, CAB8863L, CA8865L,
Rollator 37951 -

CA8882L, CAB88L, CAB91L, CAB92, CABY4,
CA8761L, CA881L, CA883L, CAs884L,
CAB885L, CA8871L, CA88BT7L, CA889L, CA891,
CA893, CA8616L-KD, CA8617-KD, CA8870L,
CAB8864L, CA8880L, CA8854L

Signature:

Position:

I,,é"’ : l"_)rr‘

Authorized Signature {5)



DECLARATION OF CONFORMITY

W et s

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex [1+1ll of Regulation (EU) 2017/745

Applicable Standards

EN ISO 14971: 2019, EN
1041:2008+A1:2013, EN ISO 15223-1:
2016, 1ISO 10993-1:2018, EN ISO
10893-5:2009, EN ISO 10993-10:2013,
ISO 17966:2016

Remark

The declaration of conformity is valid in connection
with the  release technical document
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,

(S _H ‘;_‘T T

L
Manufacturer

SR =

Name: FOSHAN SHUNKANGDA MEDICAL TECH

CO.LTD

Address: Pingnan Industrial Area , Guicheng Nanhai
District , 528251 Foshan City, Guangdong P.R. China

Product Information

Name: Shower Chair
Model: See Annex
GMDN: See Annex
Basic UDI-DI: -

Classification: Class |, according to Rule 1, Annex

VI, Regulation (EU) 2017/745

On behalf of SUNGO Europe office, I confirmed we are

EUREP of the company who issue this

orize

We herewith declare that the above-meniloned

document.

[P

.f. 7 f“" “”’

e (S5)

products meet the requirements of Medical Device

Regulation (EU) 2017/745 and the applicable
standards above.

N
Signatur, @%
__:_J‘

Name: wei P
Position: " \ﬁx’

. -
\991906‘-

lacetF gshan / China
m} -:}; &



Annex

Product
Name

Model

GMDN

Basic
UDI-DI

Shower Chair

CA311, CA314, CA330, CA333L, CA336L,
CA3361L, CA3362L, CA3362U, CA337L, CA3372L,
CA3373L, CA3374L, CA338L, CA339L, CA340L,
CA3402L, CA341, CA342L, CA342L-KD,
CA342LW-KD, CA343L, CA343LW, CA3432L.,
CA344L, CA3442L, CA345L, CA3451, CA346L,
CA347L, CA3472L, CA3473L, CA348L, CA3481L,
CA350L, CA3501L, CA351L, CA351LS,
CA351LW-KD, CA3511L-KD, CA3512L,
CA3521L-KD, CA3522L, CA354L, CA3542L,
CA355L, CA3552L, CA3553L, CA3555L, CA3561L,
CA3562L, CA3563L, CA3563LQ, CA357U,
CA3571, CA3573U, CA3581L, CA359L, CA360L, 7"

CA364L, CA3525L, CA371LW, CA374, CA3741
CA3742, CA3742L, CA358L, CA333L2, CA343
CA35221.2

s o
7l

U RF
CA3601L, CA3602L, CA362L, CA363L, CA631L, |

34936
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DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex lI+1Il of Regulation (EU) 2017/745

Applicable Standards

ENISO 14971: 2019, EN
1041:2008+A1:2013, EN ISO 15223-1:
2016, ISO 10993-1:2018, EN ISO
10993-5:2009, EN ISO 10993-10:2013,
EN ISO11199-1:1999

Remark
The declaration of conformity is valid in connection

with the release technical document

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.

TV TONERE

3
Manufacturer

Name: FOSHAN SHUNKANGDA MEDICAL TECH
CO.LTD

Address: Pingnan Industrial Area , Guicheng Nanhai
District , 528251 Foshan City,Guangdong P.R. China

Product Information

Name: Walker
Model: See Annex
GMDN: See Annex
Basic UDI-DI: -
Classification: Class |, according to Rule 1, Annex
VIII, Regulation (EU) 2017/745 -
fice, I €

femed we are
FSUNGO Europe off nfirt

- half of e document.

iy f'f‘l i the aipany wlio 1SSl this doct

EL-‘R" o gf e € ., .

s VD~ /e
! L . A
Declaratioft=y, ( ;11 20 (7"
3 4 oo u]l:‘_-,_._.._,.‘l Siopature (-S)

uthorizet Wi

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

D 5P 7k 3031

Name: Yu J@ ﬁaceﬁ:fﬁgs n / China

Position: GM w“e,, v

5 ]
OSnig0é

Signature:




Annex

Product =
Model P
5 UDI-DI

CA811L, CAB11LG, CAB11L-Y, CA8115L, CA812L, CA812L-C, CA812LW, CA812LG,
CA812LMG, CAB12LSG, CA8124LG, CAB125L, CAB126LG, CAB127LG, CAB128L,
CAB128LS, CAB14LG, CAB15LG, CAB16L, CAB16LG, CAB163L, CAB17LG, CAB1SLL,
CAB19LM, CAB19LS, CA821L, CAB21 L(var';ant), CAB21LS, CA821LW, CAB211L,
CAB212L, CAB213L, CAB23L, CAB24L, CAB241L, CAB242L, CAB246L, CA826L,
Walker | CAB828L, CAB29L, CA818L, CA827CX, CA8272TX, CA8273, CAB273W, CAB274CX, | 37961 -
CAB8275, CAB276,
CAB8773,CA8773F,CA8776,CA810L,CA810L-4,CA810LD-5,CA8112L,
CA8114LG-44,CAB11L-5,CAB11LG-5,CAB122L.G-3,CAB122L.G4,CAB122LG-5,
CAB123LG-3,CA812LXS,CA816LG-5,CAB211LW-55,CA821L-5,CA8243LL,CAB243LM,
CAB8243L.S,CAB244L -3 CAB24L-4,CAB25,CAB75,CAB117LG-44, CAB118,CAB116LG

Signature;

Position:

.
i 7 |
. frmed we are
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