
We herewith declare that the above mentioned product meets the provisions ofthe following
European Committee Council Directives and Standards. All supporting documentation are
retained under the premises of the manufacturer and the notified body.
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EC Declaration of Conformitv

OMRON HEALTHC_ARE Co,Ltd
24,Yamanouchi Yamanoshita‐ cho,U時 o・ku,町OtO
615・0084」APAN

OMRON HEALTHCARE EUROPE B V

Kruisweg 577,2132 NA Hoofddorp,The Netherlands

Electronic Pulse ⅣIassager IRみ F128・E

E4(H■たF128・E)

Class IIa

(MDD AnnexIX Rule9)

Directives

Medical De宙ce Directlve lMDD)93/42/EEC

EN 60601‐ 1:1990+Al:1993+A2:1995
EN 60601‐ 1‐ 2:2007

EN 60601‐ 1‐4:1996+Al:1999
EN 60601・ 1・6:2004

EN 60601・ 2・ 10:2000+Al:2001
EN 980:2008

EN 1041:2008
EN IS0 14971:2007

EN IS0 10993・ 1:2009

EN IS0 10993・ 5:2009

EN IS0 10993‐ 10:2009

EN 62304:2006
EN 62366:2008

TウV Rheinland LGA Products GmbH

T■lystrasse 2,904311ヾ uremberg,Germany

Not五ed under number 0197 to the EC Commissbn

Annex II:IID 60018171 0001

Ky・oto,」apan/■71arch 23,2010

Customer Satisfactionル Ianagement D市ision

OMRON HEALTHCARE Co,Ltd.
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A Good Sense


