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EC Declaration of Conformity
According to (EU) 2017/745 Medical device regulation

 

 

 

We, the manufacturer,
Name: Sunshine Healthcare Co., Ltd.
Address: 3rd building, Tian An center, No. 31 Jihua Eastern road,
Nanhai, Foshan, China, 528000 

SRN: CN-MF-000010532

 

 

                    
                    

         

With legal representative in the EU:
Name: SUNGO Europe B.V.
Address:Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den IJssel, The Net
herlands
SRN: NL-AR-000000247

 

 

    
Declares that the products:
SHOWER BENCH     BA385 ( 4100 )              
SHOWER CHAIR      BA399 ( 4300C )        697493158BA399G9
SHOWER CHAIR      BA316 ( 509TRI )       697493158BA316FB
BATH BOARD          BA372S ( 4626 )        697493158BA372SE7
BATH BOARD          BA373S ( 4626A )      697493158BA373SEA
BATH BOARD          BA372M ( 4627 )        697493158BA372MDT
BATH BOARD          BA373M ( 4627A )      697493158BA373MDW  
BATH BOARD          BA372L ( 4628 )         697493158BA372LDR
BATH BOARD          BA373L ( 4628A )       697493158BA373LDU
BATH STOOL           BA374S ( 559A )        697493158BA374SED
BATH STOOL           BA374M ( 559B )        697493158BA374MDZ
BATH STOOL           BA374L ( 559C )         697493158BA374LDX
BATH STOOL           BA374XL ( 559D )       697493158BA374XLHS
COMMODE CHAIR    BA312S ( 516 )           697493158BA312SD9
Are produced in Conformity Assessment Procedure Annex II+III of Regulation (EU)

697493158BA385FW

2017/745

Estándares Aplicados:
Applicable Standards:

EN ISO 14971: 2019
EN ISO 15223-1: 2016
EN 1041:2008+A1:2013 

ISO 10993-1:2018
ISO 10993-5:2009
ISO 10993-10:2013
We herewith declare that the above-mentioned products meet the requirements of Medical Device Regulation 

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

Signed in the name of
Stamp/Signature: Mandy

                      2025/06/25

Sunshine Healthcare Co., Ltd.


