
Manufactur.er:
Address:

European Representative:

Address:

Product:

Model:

MDD Classification:

General applicable directives:

Standards:

NttdBody・ :

Certficate:

Place / Date:

Signature:

Name:

Position:

Directives

Medical Device Direct市e(MDD)93/42/EEC

EN 60601‐ 1:1990+All19931A2:1995
EN 60601‐ 1・ 2:2007

EN 1060・ 1:1995+Al:2002
EN 1060・3:1997+Al:2005
EN 980:2008
EN 1040:2008
EN IS0 14971:2007
EN 60601・ 1・4:1996+Al:1999
EN 62304:2006
EN 62366:2008
EN IS0 10993・ 1:2009

EN IS0 10993・ 5:2009

EN IS0 10993・ 10:2009

EN IS0 10993・ 12:2009

TOV Rheinland LGA PrOducts GmbH

Tilystrasse 2,90431 Nuremberg,Germany

NOtifed under number 0197 to the EC Comlnission

hnex II:HD 60018171 0001

Kyoto,Japan/March 23,2010

OmROn
OHQ(CS)‐ QS‐ 091008

EC Declaration of Confo―■tv

OMRON HEALTHCARE Co,Ltd
24,Yamanouchi Yamanoshita‐ cho,Ukyo・ ku,Kyoto
615‐0084 JAPAN

OMRON HEALTHCARE EUROPE B V

K]uisweg 577,2132 NA Hoofddorp,The Netherlands

Blood Pressure ⅣIOnitor HEⅣ I・ 759P‐E2

7051T(HEM‐ 759P‐ E2〉

Chss IIa

l■IDD Annex IX Rule10)

We herewlth declare that the above lnentbned product llleets the provisions ofthe fouowing

European Commlttee Counc■ Direct市es and Standards  All supporting documentatbn are
retained under the premises ofthe nlanufacturer and the nOti■ ed body

/脅
Norikazu Yasue

General Manager
Customer Satisfaction Management I)lvlsion

OMRON HEALTHCARE Co,Ltd.

OMRON IEALTrARE O時 tta
24,VAMANOtKH:YAMANOSHITA・ CHO`UKYO― KU′ 40TQ 615-0084'APAN

A Good Sense




