
Manufrcturer:
Address:

European fu presentative:

Address:

Product:

Model:

MDD Classification:

General applicable directives:

Standards:

Notttd Body:

Certificate:

Place / Date:

Signatu:e:

Name:

Position:

Directives

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

EN 60601‐ 1:1990+Al:19931A2:1995
EN 980:2008
EN 1041:1998
EN 13544:1:2007
EN IS0 14971:2007
EN IS0 10993‐ 1:2009

EN IS0 10993‐ 5:2009

EN IS0 10993・ 10:2009

TUV Rheinland LGA Products GmbH

■ヽ Strasse 2,90431 Nllremberg,Germany

Noti5od under number 0197 to the EC Conlmission

ふ nex II:IID 60018171 0001

町 OtO,」apan/171arch 23,2010

Customer Satisfaction Managemeut Division
OMRON HEALTHCARE Co., Ltd.

OmROn
OHQ(CS)‐ QS・091309

EC Dedaration ofConfo― itv

OMRON HEALTHCARE Co.,Ltd.
24,Yamanouchi YamanOshita・ cho,Ukyo‐ku,Kyoto
615‐0084」APAN

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

lnhalation Hose for lnhaler/Nebulser

lnhalatbn Hose(S,M,D

Class IIa

OIDD Annex IX Rule2)

Vヽe here,71th declare that the above mentioned product lllleets the provisions ofthe following

European Committee Council D■rect市es and Standards. ■dl supporting documentatlon are

retahed under the premlses ofthe manufacturer and the noti■ ed body

OMRON EALTImRE O鴫 蜃也
24.YAMANOtlCH:YAMANOSH「 A―CHQ uFro KU′ ミヽ l、ヵ615‐0084 JAPAN

A Good Sense


