DECLARATION OF CONFORMITY
TO CouNciL DIRECTIVE 93/42/EEC oF 14 JUNE 1993
CONCERNING MEDICAL DEVICES

‘ MANUFACTURER: HEDY Medical Device Co.,Ltd.
No.286,Science Avenue, Guangzhou High and New Tech Development Zone
Guangzhou,510663,P.R.China

MEDICAL DEVICE: Infusion pump (i7,ip-3)

CLASSIFICATION - ANNEX IX: Class IIb, Rulel1

CONFORMITY ASSESSMENT ROUTE: ANNEX 11.3

WE, THE MANUFACTURER, HEREWITH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC OF 14 JUNE 1993 CONCERNING MEDICAL DEVICES,;

INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE 2007/47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.
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