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Déclaration de Conformité
Declaration of Conformity
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DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Catégorie du dispositif

Device category Hem atOlOgy rea gent
Nom du produit CRP Unit 50

Product name
Modeles

vouers | 3200345511

Pays d’origine

Country of origin

Japan

HORIBA, Ltd.

2 Miyanogigashi, Kisshoin, Minami-ku,

Kyoto 601-8510, Japan

HORIBA STEC, Co., Ltd. Aso Plant

358-11 Koumaibata, Toriko, Nishiharamura, Aso-gun,
Kumamoto, Japan

IFabricant
Manufacturer

Site de production
Production site

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Difactives 98/79/EC — IVD Medical Devices

P Classification : Outside Annex I and not for self-testing
rrectives Conformity Assessment Procedure: Annex 111
Normes

Standards WA
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