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NOUS LE FABRICANT
WE THE MANUFACTURER

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE tA DECTARATION
survANTE ET DECIâRONS QUE LE(S) PRODUTT(S)

TAKE SOLE RESPONSIBILITY FOR AIYD HEREBY DECIARE
PRODUCT(S)

THAT THE

Numéro d'enregistrement unique
Single Rqistation Number
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Adresse
Address

Nom
Name

FR-MF-000000320

Parc Euromédecine
Rue du Caducée
BP 7290
34184 Montpellier Cedex 4
France

HORIBA ABX SAS

Destination du dispositif

Intendd Purpæ

Pays dbrigine
County of origin

IUD-ID de base
Basic UDI-DI

Modèles
Mdels

Nom du produit
Prduct name

Catâgorie du dispositif
hvice catqory

Cwette Segments (Racks) : Comprise in vitro diagnostics medical
devices disposable cuvettes, destined to be used on HORIBA Medical
chemistry analyzers in order to contain samples of biological origin
for the clinical chemistry analysis. clinical laboratory use.
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Cuvette Segments (Racks)

Clinical Chemistry Accessories
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EST CONFORME AUX DIRECTTVES, REGLEMENTS, NORMES ET SPECIFICATTONS
COMMUNES

MEEn6) THE nROWSIONS OF THE FOLLOWING DIRECTWES, REGULATIOM,
STANDARDS AND COM MON SPECIFICATTONS

Regulation (ÊU) 20L7l7zl6 on in viho diagnostic medical devices

Classede risques / Risk Clas.A E B ! C n D n

El Annex II + ANNEX III + ANNE{ IV (Class A devices excluding sterile devices)

Not Applicable

Règlements
Rqulations

Procédure
d'évaluation de la
conformité IVDR/
NDR ænformity
asæssment route

SÉifications
Communes

Common
Spæifrations
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