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

Manufacturer: Hangzhou Dunli Medical Instruments Co.,Ltd

Address: No.1 Dunli Road,Renhe Street,Yuhang,

Hangzhou,China:

SRN: CN-MF-000047240

EC Representative: SUNGO Europe B.V.

Address: Fascinatio Boulevard 522, Unit 1.7, 2909 VA Capelle aan den
IJssel

SRN: NL-AR-000000247

Product Category See Annex

Classification: Class |

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

Conformity Assessment

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

Intended propose The product is intended to provide help for toilet tas
avoiding users to walk long distances to the toilet room. In its

toilet frame configuration it helps the user to sit down on a

standard toilet and getting up from it.

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 14971:2012 EN ISO 15223-1:2016

EN 1041:2008+A1:2013 ISO 10993-1:2018

EN ISO 10993-5:2009 DIN EN [SO 3452-1:2014

ISO 9227:2017

ISO 2409:2020
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Date: 6'%/” /{O g

Place: Hangzhou / China
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Model
DL3010064
DL3010068
DL30100EL
DL30100FR
DL36100KD
DL36100MB
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@ BhRE

\_ DUNLI GROUP

Hangzhou Dunli Import & Export Co., Ltd. ;.
No. 1 Dunli Road, Renhe Street
Yuhang District, Hangzhou 311107, China

To whom it may concern:

This notification is to certify that the Model DL3010064
commode chair wmanufactured by Hangzhou Dunli Medical
Instruments Co., Ltd. is marketed and sold as Styxo 2 by the
Invacare Corporation.

pate O/ / I} / i Signature



