DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC OF 14 JUNE 1993
CONCERNING MEDICAL DEV!CES

u MANUFACTURER:

NAME:PROMISE TECHNOLOGY CO., LTD.
Add: 3/F, East-Asia Building, Jida Jiuzhou Avenue, Zhuhai, Guaﬁgdong 519015 China

MEDICAL DEVICE: NAME: Puise Oximeter
MODEL :PRO-F3, PRO-F4, PRO-F9, PRO-M130,PRO-M160,PRO-M170
CLASSIFICATION - ANNEX IX: CLASS lIB, RULETO

CONFORMITY ASSESSMENT ROUTE:  ANNEX I L !

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,

NOTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH
RIDLERSTR 65, D-80338 M NCHEN, GERMANY
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