DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Add: Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den IJssel, The
Netherlands

SRN: NL-AR-000000247

Conformity Assessment

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

Applicable Standards
EN ISO 14971: 2019,
EN ISO 20417: 2021,
EN 12183: 2014
1ISO13485:2016

Remark

The declaration of conformity is valid in connection

with the release technical document MDR-

Y122103-11.

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 KAIYANG MEDICAL EQUIPMENT
CO., LTD.

Address: 3 of No. 21. The 3rd Hongling Road,
Shishan Town, Nanhai District, Foshan Cltiy,
Guangdong Province, China

SRN: CN-MF-000008258

Product Information

Name: WHEELCHAIR/

COMMODE WHEELCHAIR

Model: See Annex

EMDN: Y122103

Basic UDI-DI: 69753714903YF

Classification: Class |, according to Rule 1, Annex
VIIl, 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:
Date: NOV 15TH; 2022, =, o
Position: SALES MANAGER

Place: Foshan /b.hiha



Annex

Product Name

Model

Basic
UDI-DI

WHEELCHAIR/
COMMODE
WHEELCHAIR

KYW871AJR-12"-41, KYW871AJR-12"-43 KYW871AJR-12"-46,
KYWS871AJR-20"-41,KYW871AJR-20"-43 KYW871AJR-20"-46,
PHWS863LABI-12"-41,PHW863LABJ-12"-43, PHW863LABJ-12"-46,

PHWS863LAJ JINLU, PHW863LABJ HONGLU, PHW863LAJ HUIXIANG,
PHWS863LAB] HUIDONG, PHWS868LAJ JIEHONG, PHWS809 TIEXIN, PHW809
GUANXIN, PHW9003L FEIFENG, PHW9003L QINGFENG, PHW9003L JINFENG,
PHWS863LAJ YINLU, PHWS863LABJ OULU, PHWS87I1LB] LINGDONG,
PHWS871LB]  LINGQIAO, PHW90SLAH FEIXIANG, PHW90SLAH FEIDONG,
PHW90SLAH FEIYANG, PHWO90SLAH FEIYUE, PHW90SLAH YUEDONG,
PHW980LAC FENXIAO, PHW980LAC FENGMING, PHW980LAC FENGYING,
PHWS69LA] LANYING, PHWS69LA] LVYING, PHW90SLAH DAXIAO,
PHW954LGCCANGYING,PHW903GCXIONGYING,PHW903GC
JINYING,PHW988LAQ BAOHONG,PHW988LAQ ZUANHONG,PHW608
CHUYING, PHW608 TIANYING, PHW874Y-46 FANGXIN, PHW969LAJ JINHONG,
PHW982LBGC MEIXIANG,PHW982LBGC MEILE,PHW908LAH ATXIN,PHW864LY
YOUYING,

KY902CB-46,KY951 ACB-56,KY868B-46, KY608B-46, KY902BC-46,
KY903GC-46-24”, KY903GC-43-12”,

KY958LC-A-46, KY958LC-A-41, KY958LC-A-36, KY958LC-C-35, KY958-C-36,
KY958-C-41, KY958-C-46, KY959LJ-36, KY959LJ-41, KY959LJ-46, KY959BJ-43,
KY997-46, KY720L-36, KY720L-41, KY720L-46, KY721L-36, KY721L-41,
KY721L-46, KY723L-41, KY723L-36, KY725L-36, KY728L-36, KY730L-A-38,
KY750L-29, KY751L-40, KY756L-31, KY756L-36, KY775L-36, KY775L-41,
KY775L-46, KY776L-A-36, KY776L-A-41, KY777L-36, KY778L-A-38, KY784L-36,
KY802-35, KY980AC-35, KY980LA-35, KY980LA-41, KY980LA-46, KY980LQ-30,
KY980LQ-35, KY863LAJ-E-20"-46, KY863LABJ-E-12"-46, KY863LABJ-12"-46,
KY863LABJ-12"-41, KY863ABJ-12"-46, KY863ABJ-12"-41, KY863AJ-20"-41,
KY863AJ-20"-46, KY863LABJ-A-12"-46, KY863LABJ-A-12"-41,
KY863LABJ-B-12"-46, KY863LABJ-B-12"-41, KY863LABJ-C-12"-46,
KY863LABJ-C-12"-41, KY863LAJ-20"-46, KY863LAJ-20"-41, KY863LAJ-B-20"-46,
KY863LAJ-B-20"-41, KY863LAJ-A-20"-46, KY863LAJ-A-20"-41,
KY863LAJ-C-20"-46, KY863LAJ-C-20"-41, KY862LABJ-16"-41,
KY862LABJ-16"-46, KY862LAJ-20"-41, KY862LAJ-20"-46, KY864LJ-46,
KY864LJ-41, KY865LABJ-12"-46, KY865LABJ-12"-41, KY867LBJ-46,
KY867LBJ-41, KY868LJ-46, KY868LJ-41, KY868L-46, KY868L-41, KYS868LFJ-A-46,
KY868LFJ-A-43, KY868LAJ-B-46, KY868LAIJ-B-43, KY868LAJ-B-41,
KY868LAJ-C-46, KY868LAJ-C-43, KYS868LAJ-C-41, KY868LAJ-A-46,
KY868LAJ-A-43, KY869LAJ-46, KY869LAJ-41, KY870LBJ-46, KY870LBJ-41,
KY870ABJ-46, KY870ABJ-41, KY871LBJ-41, KY871LBJ-46, KY872LJ-41,
KY872LJ-46, KY981L-35, KY874LAH-35, KY874L-41, KY874L-46, KY9001L-36,

6975371
4903YF




KY9001L-41, KY9001L-46, KY9001L-A, KY9003LA-36, KY9003LA-41,
KY9003LA-46, KY903L-46, KY903L-41, KY903L-51, KY903LB-46, KY903LB-41,
KY903LB-51, KY903LQ-A-46, KY903LQ-A-41, KY903LQ-A-51, KY903LACX-46,
KY903LACX-41, KY90S8LAX-41, KY90S8LAX-46, KY90SLAXQI-41,
KY908LAXQJ-46, KY950LQPT-46, KY950LQPT-41, KY952LBQC-46,
KY952LBQC-41, KY952LBQC-51, KY953LQ-41, KY953LQ-46, KY954LGCJ-A-46,
KY954LGCJ-A-41, KY956LAQ-A-46, KY956LAQ-A-41, KY956LAQ-46,
KY956LAQ-41, KY954LBRGC-41, KY954LBRGC-38, KY954LGC-41,
KY954LGC-46, KY954LBGC-41, KY954LBGC-46, KY955LB-46, KY956LQH-51,
KY956LQH-42, KY956LQH-45, KY956LQH-48, KY973LAH-41, KY973LAH-43,
KY973LAH-46, KY973LAJ-41, KY973LAJ-43, KY973LAJ-46, KY907TLABI-41,
KY907LABJ-46, KY982LBGC-36, KY982LBGC-38, KY982LBGC-40,
KY988LAQ-46, KY988LAQ-41, KY976LAB-8"-41, KY976LAB-8"-43,
KY976LAB-8"-46, KY976LABJ-8"-41, KY976LABI-8"-43, KY976LABI-8"-46,
KY976LABI-A-12"-43, KY976LABJ-A-12"-46, KY809E-46, KY809E-41, KY809-46,
KY809-41, KY809B-46, KY809B-41, KY809BI-46, KY809BJ-41, KY809Y-46,
KY809Y-41, KY809F-46, KY809F-41, KYS09F-12"-46, KY809F-12"-41, KY868-46,
KY868-43, KY871AJR-12-46, KY871AJR-12-48, KY871JR-12-46, KY871JR-12-48,
KY874-46, KY874-41, KY874-51, KY874B-46, KY874B-41, KY874B-51, KY874Y-46,
KY874A-46, KY874A-41, KY875-46, KY875-41, KY875-A-46, KY875-A-41,
KY901-46, KY901-41, KY901-43, KY901GCJ-41, KY901GCJ-46, KY902C-46,
KY902C-41, KY902GC-46, KY902GC-41, KY903GC-46,
KY903BGC-46,KY903GCB-46, KY903GC-41, KY903GC-51, KY903RB-41,
KY903RB-46, KY903ABQ-A-46, KY903ABQ-A-41, KY903AB-46, KY903AB-41,
KY903B-46, KY903B-41, KY903B-43, KY903-46, KY903-41, KY903-43,
KY903AJ-46, KY903AJ-41, KY903AJ-43, KY903A-46, KY903A-41, KY903A-43,
KY903CJ-41,KY903CJ-46, KY904ABJ-46, KY904ABJ-43, KY904ABI-41,
KY904B-46, KY904B-41, KY904B-43, KY904BJ-46, KY904BJ-41, KY904BJ-43,
KY906-46, KY906-41, KY908A-46, KY908AB-46, KY908A-41, KY909B-46,
KY909B-41, KY909B-43, KY951AC-56, KY951AC-51, KY951B-56, KY951B-51,
KY951B-60, KY956X-56, KY956X-45, KY956X-42, KY956X-48, KY956X-51,
KY956XQ-45, KY956XQ-42, KY956XQ-48, KY956XQ-51, KY956Q-60,
KY957BGC-40, KY972B-46, KY972B-41, KY972-46, KY972-41,KY974-51,
KY974-46, KY976A-43, KY976A-41, KY976A-46, KY976AJ-43, KY9T6AIT-41,
KY976AJ-46, KY986BQ, KY607GCJ--46, KY607GCI-A-46, KY607GCI-B-43,
KYG608LGCI-46, "KY608GC-46, ", "KY608GC-51, ", KY609GC-46, KY610GCI-44,
KYG606LAY-42, KY603C-43, KY603C-50, KY605C-46, KY607-70, KY608F-46,
KY608Y-44.5, KY608-44 , KY608L-46, KY609-44, KY681-46, KY681C-51,
K683Q-44, KY689BQ-43, KY606-38, KY689U, KY689, KY690, KY691, KY692,




-..___.Hr#.rt__r* _l_.,..._* r_l__rﬁ _!._.ni._rl_...r l_}ts_l.r‘_..t_._r*.ri. r.‘..._ t_._rt,....‘.i r_l I_}._i.-_ i)*.__.. _I:_r_l.... l_._r_t, t_.__. _!.-.J.H_i_rl_m _l.. j._}i.rt:.rt.... L ._.__1._. L ,.I_.)_l l__._ t._..
,ﬂd_.__. OAOEOYA OO GO OLO IO OLOIONO n..wi&.viﬁ__iﬁ. OO OO YL DL LOEOD Jﬁa#ﬂ&i&fﬁﬁiadiﬂ#i&ﬁ?ﬂﬁ .__.ﬂ,,w.mwﬂ.v

.l. ...ﬁ....l...ﬂ.
> 8 e
¥ 5 < 31
e (] ) i
w5 2%
.u._”-...__... v - Ll
(32 o8
= oalh o
A, ) - L
L X = 4 R |
= ﬁ ()] @ b
¥ 5 g
- v“ur... ..._v_..._ m __.__cq...._.!.z..n -
b B ~ il 4
= u”n.-m...i_“.J_. W .wuj,..._w..__.n -
.H..._r ”. >~ .”. ......j_

-3 e r_....._. ) ..l__J___ s
¥y g 2
.u....._w...“'m.... % H.ﬂn
'l g >~ _._._.._.a.....-.”.__n.
¥ < D%
.T_rh..?_.. O \A..q oL
o6 & 5%
e > KR
.vﬁ.ﬂ..ﬁ K m....ir—.n.
u....._..l..ﬁm %., w._.m.n
¥ > o< K
o > i
Fat W., n__n_.ﬂ
- > -
*- < =
> (5 )
3, L o o~ N e
* e N < © %%
el o = £ " el

) e M o n S HN
A, x 0w < € A,
* < S A

) - .. .l’ 3
1 ke
¥ 50 S 5 =2 g W L
- ol \O Ne) =t o P T -
per = > T 5 = 3 D
¥ g K c &g © Sk
_.w...u.......w. 2 © o & H..f..._...
= (72 = I s W a % ..-__
St ﬂ ﬂ e
¥ 2k
.v_._“..cn.. 0 B .||._...n.
' P - *

: u”.,.a..m m.........w :
¥ e %
.t.”.m..m o
Py X : ._..i
o iyl

32 2
- w...-m P T

e

) MO FLO PO PO NO PO PLOFLORE FLO MO O RS PFLO MO PO D IO IO FLS KD PO PO FLO RO X0 KO ALORO FCO IO IOND FLO IO PO N ) FC#A.._... PR PO PO LS RO PLE DO ¥
..:..‘ ok .,._P. ____.'_fﬁ_.._ s .__._P F# _F.{,F_ ﬂ?ﬁf# *?*1 .,_' F_..- * ¥ _l_ *.t.._._r_.._ #.....F ...P;.F..u..’.._ _P.—:Fr..r_'.f _ﬂ. .. * X, _'4..._?{_‘_.._._! *.___.P_f .'..._:P ‘.*._.z_!. * .E *.._F_{‘_f o 1?..1_' *.1

A

'H'

}



