
Manufacturer:
Address:

European Representative:

Addness:

Product:

Model:

MDD Classfication:

General applicable directives:

Standards:

No礎能 d Body:

Certi.ficate:

Place / Date:

Signature:

Name:

Position:

Directives

Medical De宙ce DhecttelMDD)93/42/EEC

EN 60601・ 1:1990+Al:1993+A2:1995

EN 980:2008

EN 1041:1998

EN IS0 14971:2007

EN IS0 10993‐ 1:2009

EN IS0 10993・ 5:2009

EN IS0 10993‐ 10:2009

EN 13544:2007

TUV Rheinland LGA Products GmbH

Tiけ Strasse 2,90431 Nuremberg,Germany

Noti“ d under number 0197 to the EC Collnmission

Annex II:HD 60018171 0001

Kyoto,」 apan/March 23,2010

Customer Satisfaction Management I)lvlsion

OMRON HEALTHCARE Co.,Ltd

OmROn
OHQ(CS)・ QS・ 091305

EC Declaration of Conforlnitv

OMRON HEALTHCARE Co,Ltd.
24,Yalrlanouch YamЯ noshia・ cho,Ukyo・ku,Kyoto
615・ 0084 JAPAN

OMRON HEALTHttE EUROPE B V
Kruisweg 577,2132 NA Hoofddorp,The Netherlands

Nebuhser lttt Set for NE‐C28‐ EЛNE・ C29・ E/NE‐ C30・E

Omronヽこヽ1■ Nebuliser Xat set

Class IIa
(MDD Annex IX Rule2)

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

OMRON IEALT「EARE《た、1カこ
24,VAMANOtFHiYAMANOSH:TA‐〔HOL UKYO‐KU,00TCL 615‐ 0034 JAPA‖

A Good Sense


