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NOUS tE FABRICANT
WE THE TIANUFACTURER

ETABLISSONS SOUS NOTRE SEULE RESPONSABITITE tA DECLARATION
survANTE ET DECTARONS QUE LE PRODUIT

TAKE SOLE RESPONSIBIUW FOR ATVD HEREBY DECLARE THAT THE PRODUCT
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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 Purpoæ

Pays dbrigine
Country of origin

IUD-ID de base
hsic UDI-DI

Modèles
Models

Nom du produit
Ptoduct name

Catâ3orie du dispositif
fuvice catqory

Whitediff 1L is a lysing solution intended for in vitro diagnostic use
and designed for lysing erythrocytes (RBC) for leucoqytes (WBC)
counting and differentiation and for hemoglobin determination on
HORIBA Medical blood cell counters.
Clinical laboratories use.

France

361023whitedfif4Z

1210906022

Whitediff lL
Hematology reagent
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HORTBA
MecJical

EST CONFORME AUX DIRECTMS, REGLEMENTS, NORMES ET SPECIFICATIONS
COMMUNES

MEETS THE PROUISIONS OF THE FOLLOWING DIRECTTVES, REGULANOilS,
STANDARDS AND COMMON SPECIFICATTONS

Regulation (EV) 20L717Æ on in vitro diagnostic medical devices

Clas.se de risques / Riçk Class,A X B n C n D tr

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

Not Applicable

Rà3lements
Rqulations

ProcâJure
dévaluation de la
conformité IVDR/
NDR conformity
asæssment route

SpÉcifications
Communes

Common
Specifrcations
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