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EU DECLARATION OF CONFORMITY

According to Art. 19 of Regulation (EU) 2017/745 on Medical Devices

SoS SO S”

Manufacturer: Shanghai Siyi Intelligent Technology Co., Ltd.
East Area Of Floor 5, No.26,Lane 3399, Kangxin
Road, Pudong New Area, Shanghai, China, 201321

Trademark: s YRE B o

SRN: Not available yet

European Representative: MedPath GmbH
Mies-van-der-Rohe-Strasse 8
80807 Munich, Germany

AAAAAAA\A/\A/%AAAAAAAAAAA

SRN: DE-AR-000000087

Trade name: Soft Rehabilitation Glove
Product name: Soft Rehabilitation Glove
Product code / Catalogue number:  SY-HRC10/SY-HRC11/SY-HRC12
Basic UDI-DI: 697340890002KC

SPASSN

Classification acc. to MDR Ax. VIII:  Class I, rule 13

Applied Standard & Common IEC 60601-1:2012, IEC 60601-1-2:2014, IEC
Specification: 62304:2006, EN ISO 14971:2019

Y VVvVvVvVvVvVvVvYYvVovNY

Conformity assessment procedure: Annex Il + Annex Ill of MDR

CE certificate No.: /

Name and ID of the Notified Body: /

We, the manufacturer, herewith declare under our sole responsibility that the above-mentioned products
meet the provisions of the Regulation (EU) 2017/745 on Medical Devices (MDR). All supporting
documentations are retained under the premises of the manufacturer.

Gamggw»j yia

Ganggang Yin, General Manager Shanghai, 30. 07. 2021
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