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File No: CE-MDR-01-01 Rev.: А/О 

СЕ ЕС Declaration of Conformity СЕ 
Regarding Medical Device Regulation (EU)2017/745 

Manufacturer: 

Manufacturer: Guangdong Yuehua Medical Instrument Factory Со., Ltd. 

Add: Rongsheng Science and Technology Zone, Daxue Road, Shantou, Guangc;long, China. 

Tel: +86 0754-82525836 '• ·, 

European Authorized Representatlve: 

Name: SUNGO Europe B.V. 

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands. 

SRN: CN-MF-000004539 

Product Name: Alternation Pressure Mattresses 

MODEL UDI-DI 

QDC-303  694474950030LF 

QDC-300B(DM-45/DM-46) 694474950047LY 

QDC-602(DM-LIBRA/DM-50) 6944 7 4950057МЗ 

Classification: Class 1 

Rule: According to Rule 13, Annex VIII, Chapter III of Medical Device Regulation 

(EU)2017/745 

We, the manufacturer herewith declare in our own responsibllity that the above mentioned 

Products meet the transposition into national law the provisions of the following EU regulation 

and standards. AII supporting documentations аге retained under the premises of the 

manufacturer. We аге exclusively responsiЫe for the declaration of conformity. 

Conformity assessment procedure: Annex 11 + 111 

We confirm our product сап meet the requirement of Medical Devlce Regulation and the 

following harmonized standards: 

EN ISO 14-971: 2012 EN 1041:2008+А1 2013, EN ISO 15223-1: 2016, ISO 10993:2018, EN 

3 �: N ISO 10993:2013, EN 60601-1, EN 60601-1-2, IEC 60417:2012, IEC 
· 2013 CSV, IEC 60601-1-11:2015 RLV, IEC TR 62366-2:2016
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