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Déclaration de Conformité UE
EU Declaration of Conformity
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NOUS tE FABRICANT
WE THE MATVUFACTURER

ETABUSSONS SOUS NOTRE SEULE RESPONSABILITE tA DECLARATION
survANTE ET DECTARONS QUE LE(S) PRODUTT(S)

TAKE SOLE RESPONSTBILITY FOR AIYD HEREBY DECIÂRE
PRODUCT(S)

THAT THE

Numéro d'enregistrement u nique
Single Rqistation Number

d
nor#
Address

Nom
Name

FR-MF-000000320

Parc Euromâlecine
Rue du Caducée
BP 7290
341æ Montpellier Cedex 4
France

HORIBA ABX SAS

Destination du dispositif

Intendd Purpoæ

Pays dbrigine
Country of origin

IUD-ID de base
hsic UDI-DI

Modèles
Mdels

Nom du produit
Ptoduct name

Catégorie du dispositif
kvice catqory

The reagent cups comprise in vitro diagnostics medical devices
disposable cups, destined to be used on HORIBA Medical Chemistry
anallzers in order to contain samples of biochemistry reagents for
the clinical chemistry analysis .Clinical laboratory use.

France

361O23reagent_cupCK

(B1O34 626" 810373 07, B.LO34634)

Reagent Cups (1O ml Reag Cup, 15ml
Reag Cup,4ml Reag Cup)

Clinical Chemistry Accessories
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EST CONFORME AUX DTRECTMS, REGTEMENTS, NORMES ET SPECIFTCATIONS
COMMUNES

MEET(S) THE nROWSIONS OF rHE FOLLOWING DIRECTWES, REGULATIONS,
STATIDARDS AND COTI MOTI SPECIFICATTONS

Regulation (Eq ?AL71746 on in viko diagnostic medical devices

Ctassede risques / Nsk Clas.A X B tr C ! D !

[l Annex II + ANNE( III + ANNE( IV (Class A devices excluding sterile devices)

Not Applicable

Règlemenb
Rqulations

Procâlure
d'évaluation de la
conformité IVDR/
IVDR ænformity
asæssment route

SçÉcifications
Communes

Common
5pæifrations
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