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DECLARATION OF CONFORMITY |

To COUNCIL DIRECTIVE 93/42/EEC CONCERNING
VIEDICAL DEVICES

M MANUFACTURER: Shenzhen Emperor Electronic Technology Co., Ltd
Address: 2&3/F, Building15,No0.1008 Songbai Road,
Nanshan District, Shenzhen 51808, China
MebicAL Device: Full Digital Ultrasound Diagnostic Device
N5 UMDNS: 14278
Classification - Annex IX: class lla, rule 10
Conformity assessment Route: Annex I1.3

WE, Shenzhen Emperor Electronic Technology Co., Ltd , HEREWITH DECLARE THAT
THE STATED MEDICAL DEVICES MEET THE TRANSPOSITION INTO NATIONAL LAW, THE
PROVISIONS OF CoUNCIL DIRECTIVE 93/42/EEC OF 1993 CONCERNING MEDICAL DEVICES;
INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE
2007/47/EC.ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE
MANUFACTURER.

STANDARDS APPLIED:

EN ISO 13485:2003, EN 1SO14971:2007, EN ISO 10993-1:2009, EN ISO

10993-5:2009, EN ISO 10993-10:2010, IEC 61157:2007, IEC 60878:2003, EN

1041:2008, EN 980:2008, IEC 60601-1:2005, IEC 60601-1-2:2007,

IEC60601-2-37:2007, IEC62304:2006, IEC60601-1-6:2006.
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(Hamburg) (Europe)
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