DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC
CONCERNING MEDICAL DEVICES

u MANUFACTURER: MEDA Co., LTD

ADDRESS: F2C, F3D, F4C, F5, F6C, Building C2, Xinmao Science Skill Park, Huayuan
Industry Development Area, 300384 Tianjin, PEOPLE'S REPUBLIC OF CHINA

MEDICAL DEVICE: BLADDER SCANNER
TypPe: MD-6000P UMDNS CopEes: 15659

CLASSIFICATION - ANNEX IX: CLASS llA, RULE 10

CONFORMITY ASSESSMENT ROUTE: ANNEX 1.3

WE, MEDA CoO., LTD, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES MEET THE
PROVISIONS OF COUNCIL DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES;

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
THE MANUFACTURER IS FULLY RESPONSIBLE FOR THE MEDICAL DEVICE PRODUCED.

STANDARDS APPLIED:

EN ISO 13485: 2016; IEC 60601-1:2005/AMD1:2012; IEC 60601-1-2:2014; IEC 60601-2-37:2007/AMD1:2015;
IEC62304:2015; EN ISO 14971:2012; EN I1S015223-1:2016; EN 1041: 2008; ISO 10993-1:2018;
IEC62366-1:2015 and IEC 60601-1-6:2010/AMD1:2013
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