
Malufacturer:
Add-ress:

Eumpean Representative :

Address:

Product:

ModeI:

MDD Classification:

General apphcable di℃ ctlves:

Standardゞ

Notttd Body・ :

Certifrcate:

Place / Date:

Signature:

Nalne:

Posltloゴ

Directives

Medical Device Direct市e(MDD)93/42/EEC

EN 60601・ 1:1990+Al:1993+A2:1995
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

助 StraSSe 2,90431 Nllremberg,Germany

Notl■ed under number 0197 to the EC Colllmission

Annex II:HD 60018171 0001

Kyoto,」 apan/March 23,2010

Customer Satisfactlon Management Di宙 sion

OMRON HEALTHCARE Co.,Ltd.

OmROn
OHQ(CS〉‐QS‐ 091303

EC Dedaration of Confo―itv

OMRON HEALTHCARE CO,Ltd
24,Yamanouchi■ hmanOshita‐ cho,Ukyo・ku,町otO
615‐0084」APAN

O■llRON HEALTHCARE ElyROPE B V
聰 uisweg 577,2132 NA Hoofddorp,The Netherlands

lnhalation lttask for lnhalerノ Nebulser

lnhalation ⅣIask(S,Ll

Class IIa

OIDD Annex IX Rule2)

We herewith declare that the above rnentbned product llleets the provlsbns ofthe following

EurOpean CoIIImtttee Counc■lD■rectlves and Standards  AI supportlng documentatlon are
retahed under the premlses ofthe mAnufacturer and the notl■ ed body

OMRON EALTnRE O叫 Ltこ

24,YAMANOU(HiYAMANOSHrrA‐ CHO,U群OKU,KYOTQ 615‐0034,APAN
A Good Sense


