DECLARATION OF CONFORMITY
TO REGULATION (EU) 2017/745 oF 5 April 2017
CONCERNING MEDICAL DEVICES

“ MANUFACTURER: Foshan Dahao Medical Technology Co., Ltd.
Building 1, 2nd floor of building 2, 3rd floor of building 2, building 3, 4, 5,
6, 7, No.9 of Fanye Road, Leping town, Sanshui District, Foshan City,
Guangdong Province, 528137, China

Medical Device: Electric Wheelchair Model: DH01108 (2)

Classification: Class I, Rule 13 of Annex VIII Chapter III

Conformity assessment Route: Annex II+III+ Art. 19

Basic UDI-DI: 697371727DH01108B7

WE, THE MANUFACTURER, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF REGULATION (EU) 2017/745
OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL OF 5 APRIL 2017 ON MEDICAL
DEVICES.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER. WE ARE
EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY

Standards applied: EN 1S014971:2019, ISO 15223-1:2021, EN ISO 20417:2021, EN 62366-1 :2015; EN
62304:2006+A1:2015, EN 12184:2014, EN 60601-1-2:2015, ISO 7176-21:2009, ISO 10993-5:2009,
ISO 10993-10: 2010

Notified Body: N/A
Identification number N/A
(EC) Certificate(s): N/A
= ||REP Eunitor GmbH
European Representative: Kennedydamm 5, 40476 Diisseldorf, Germany
info@eunitor.de
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