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Déclaration de Conformité UE
EU Declaration of Conformity

(NodcgO122a)

NOUS LE FABRICANT
WE THE FTATVUFACTURER

ETABIISSOilS SOUS I{OTRE SEULE RESPONSABILITE tA DECTARATION
survANTE ET DECLARONS QUE LE(S) PRODUTT(S)

TAKE SOLE RESPIONSIBILITY FOR AND HEREBY DECLARE TTTAT THE
PRODUCT(S)

Numéro d'enregistrement unique
Sing le Rqistration Num fur

d
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
Country of origin

IUD-ID de base
tusic UDI-DI

Modèles
Models

Nom du produit
Mud name

C.atâgorie du dispositif
kvice ategory

ABX Eosinofix lL is a lysing solution intended for in vitro diagnostic
use and designed for lysing effirocytes (RBC) for leucocytæ (WBC)
counting and differentiation on HORIBA Medical blood cell counters.
Clinical laboratories use.

France

361023eosinofix3H

0206010

ABX Eosinofix 1L

Hematology reagent
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EST CONFORME AUX DTRECTMS, REGLEMENTS, NORMES ET SPECTFICATIONS
COMMUNES

MEETG) THE qROWSIONS OF THE FOLLOWING DIRECTTVES, REGULATTONS,
STA N DA RDS A N D CO M M O N SPE CIFICATT O NS

Regulation (EU) 201717216 on in viho diagnostic medical devices

Cfassede risques / Risk Class.A I B n C ! D n

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

Not Applicable

Règlements
Rqulations

Procédure
d'évaluation de la
conformité IVDR/
IVDR conformity
asæssment route

SFÉcifications
Communes

Common
Spæifrcations

Montpellier, France
25 mai 2022
May 25h2022

Claire MALLIÉ
Directrice Junior Qualité & Affaires Réglementaires / PCVRR

Quality & Regulatory Affairs Junior Director / PRRC
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