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DECLARATION OF CONFORMITY
Regarding Medical Device Regulation (EU) 2017/745

Manufacturer: Jiangsu Saikang Medical Equipment Co., Ltd.
Address: No. 35 Lehong Road, Modern Agriculture Demonstration

Park, Zhangjiagang City, Jiangsu Province, China

EC Representative: SUNGO Europe B.V.
Address: Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan
den Jssel, The Netherlands
NL-AR-000000247

Product Name: Electric Hospital Bed

Model/Size: Refer to Annex

SRN: CN-MF-000002228 Basic UDI-DI: 697453996EHospitalBedVP

Classification: Class |
Rule: Rule 13, Annex VIII, Regulation (EU) 2017/745
Conformity Assessment Procedure:  Annex lI+1ll of Regulation (EU) 2017/745

We herewith declare that the above-mentioned products meet the requirements of
Medical Device Regulation (EU) 2017/745 and the following harmonized 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: 2013

BS EN 60601-2-52:2010+A1:2015 IEC 60601-1:2012

IECGO00N-1-2804d., /) (.,

Signature:

Position: GM

Date: 1 24h , [, 20}

Place: Jiangsu / China
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&% DECLARATION OF CONFORMIT %
ﬁéﬁ Regarding Medical Device Regulation (EU) 2017/745 15
2 N
&N I~y
> ‘% Manufacturer: Jiangsu Saikang Medical Equipment Co., Ltd. Y 0%
?*'g Address: No. 35 Lehong Road, Modern Agriculture Demonstration g:*?‘
gf\% Park, Zhangjiagang City, Jiangsu Province, China ‘S’\"
By¥ed fved
‘:0:)? EC Representative: SUNGO Europe B.V. %x‘;i
lb X Address: Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan b o
%*g den |Jssel, The Netherlands %*g
§§% SRN: NL-AR-000000247 %
BA¥ BV
(R AN
A A
% Product Name: Bedside Table %
5, *"gé Model/Size: Refer to Annex
§A?f SRN: CN-MF-000002228 Basic UDI-DI: 697453996BedsideTableH5 | ghﬂ llllll
[ LR il
S:ngi Classification: Class | 53.’*\,;1
ST Rule: Rule 1, Annex VIII, Regulation (EU) 2017/745 Yo
%*g Conformity Assessment Procedure:  Annex [I+1ll of Regulation (EU) 2017/745 %’*g
IAY) IAY
P X WX oK)
Qe O
By ByYR
;{"\’;& We herewith declare that the above-mentioned products meet the requirements of f‘:’;ﬂ
D2 o Medical Device Regulation (EU) 2017/745 and the following harmonized standards. "
%‘?f EN ISO 14971: 2019 EN ISO 15223-1: 2016 g:"?;
%A’ EN 1041:2008+A1:2013 ISO 10993-1: 2018 $A3¥
; ; i = O B
NG EN ISO 10993-5: 2009 EN ISO 10993-10: 2013 | N
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Manufacturer:

Address:

EC Representative:

Address:

SRN:

Product Name:

Model/Siz

SRN:

Regarding Medical Device Regulation (EU) 2017/745

DECLARATION OF CONFORMITY

Jiangsu Saikang Medical Equipment Co., Ltd.
No. 35 Lehong Road, Modern Agriculture Demonstration

Park, Zhangjiagang City, Jiangsu Province, China

SUNGO Europe B.V.
Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan
den lJssel, The Netherlands

NL-AR-000000247

Electric Operating Table

e: Refer to Annex

e
CN-MF-000002228

Basic UDI-DI: 697453996EOTableR9

Classification:

Rule:

Class |

Rule 13, Annex VIII, Regulation (EU) 2017/745

AT

O

v"_

Zos

NZ
O

-;:?

v‘”

>

>

X

AT

S
S¥ S

S5

>

b

Y/
O-{‘O

<553

AT
S
AN

w03

Q

ST
DES

1o O

“

R

i3

AT

2

| aaﬁ'«»ﬁ%}z&fﬂrﬁaﬁy 'fﬁa;gégkaﬁwa TR P AT )
e e Qe oD F XO0NY XOowo»Y XOo>F J
R S PSR R R R R S R S D )
3

T gas!

AN

&2

S22

S\

Pt

22

2P 04

i

¢

Conformity Assessment Procedure:  Annex II+lll of Regulation (EU) 2017/745

We herewith declare that the above-mentioned products meet the requirements of

Medical Device Regulation (EU) 2017/745 and the following harmonized 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: 2013

EN IEC 60601-2-46:2019 IEC 60601-1:2012

IEC60601-1-2:2014
IARRETE

Signature: [

POSiﬁOn: GM WV VTR BILUVIVAL LI Ty L L L

Date:

Place: Jiangsu / China
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Manufacturer:

Address:

EC Representative:

Address:

SRN:

Product Name:

Model/Size:

SRN: CN-MF-000002228

DECLARATION OF CONFORMITY
Regarding Medical Device Regulation (EU) 2017/745

Jiangsu Saikang Medical Equipment Co., Ltd.

No. 35 Lehong Road, Modern Agriculture Demonstration

Park, Zhangjiagang City, Jiangsu Province, China

SUNGO Europe B.V.
Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan

den lJssel, The Netherlands
NL-AR-000000247

Manual Hospital Bed

Refer to Annex

Basic UDI-DI: 697453996MHospitalBedVP

Classification:

Rule:

Conformity Assessment Procedure:

We herewith declare that the above-mentioned products meet the requirements of

Medical Device Regulation (EU) 2017/745 and the following harmonized standards.

EN ISO 14971: 2019
EN ISO 20417:2021
EN ISO 10993-5: 2009

Class |

Rule 1, Annex VIII, Regulation (E

EN ISO 15223-1: 2021
EN ISO 10993-1: 2020
EN ISO 10993-10: 2013

Annex lI+11l of Regulation (EU) 2017/745
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E DECLARATION OF CONFORMITY
Regarding Medical Device Regulation (EU) 2017/745

Manufacturer:

Address:

EC Representative:

Address:

SRN:

Product Name:
Model/Size:

SRN: CN-MF-000002228

Jiangsu Saikang Medical Equipment Co., Ltd.
No. 35 Lehong Road, Modern Agriculture Demonstration

Park, Zhangjiagang City, Jiangsu Province, China

SUNGO Europe B.V.

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

NL-AR-000000247

Medical Chair

Refer to Annex

Basic UDI-DI:

Classification:

Rule:

Class |

Rule 1, Annex VIII, Regulation (EU) 2017/745

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

We herewith declare that the above-mentioned products meet the requirements of

Medical Device Regulation (EU) 2017/745 and the following harmonized standards.

EN ISO 14971: 2019

EN 1041:2008+A1:2013

EN ISO 10993-5: 2009

Signature:

EN ISO 15223-1: 2016
ISO 10993-1: 2018
EN ISO 10993-10: 2013

EERTSLOEY i A L

Date: 174, Foh, 2024

Place: Jiangsu / China

ce:

697453996MedicalChairGE
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?’*‘% SKE001 SKE001-3 SKE001-4 SKE014-5 SKE824 SKE-120B
CEO | SKE-120A SKE-180 SKE-170A  SKE-100A SKE087 SKE091
%,*\gﬂ SKE090 SKE004-1 SKE005 SKE008-1 SKEQ08 SKE006-1
E@g SKE006-2 SKE802 SKEQ15-2 SKES801 SKE015-5 SKE013
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;ﬁ SKE054-9 SKE055-6 SKE054-5 SKE581 SKE568 SKE163
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3@5@" SKE704 SKE705 SKE706  SKE7010 SKE063 SKE001-7
a'*g SKE804  SKE001-4-P SKE059 SKZ705 SKE701 SKE703
SA7l| SKEO13-3  SKE008-109  SKE069 SKE017-2 SKE008-7 SKE052-1
PUPpy|| SKE008-110  SKEO54-3 SKEQ17-1 SKE008-8  SKE061-101 SKE007
‘?’\% SKE060-1 SKE060-2 SKE016-3 SKE016R SKE582 SKE082
Corod SKE165 SKE015-3  SKE054-101  SKE054-10 SKE803 SKE025
%’x‘% SKE009 SKEO013-4 SKE013-5 SKE055-7 DTS02 SKE010-D
YOX SKE057 SKE014 SKET710 SKE013-6 SKE013-7 SKE029
POVl SKET708 SKZ006-1 SKE014-6 SKE001-5 SKE001-6 SKE005-1
?“g SKE016-4 SKZ016-5 SKEQ10-2 SKE054-4 SKE054-7 SKE054-8
SKE054-6 SKE055-5 SKE055-4 SKE052-2 SKE063-2 SKE066-1, ]
ré’@ SKE053-4 SKE053-5 SKEQ13-2 SKE001-2 SKE002 SKEoog-I:__sfliﬁ
S| SKE054-1 SKE054-2 SKE055-3 SKE008-2 SKE010 SKE010-1" - 1%
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