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NOUS LE FABRICANT
WE THE TIATVUFACTURER

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE tA DECLARATIOI{
SUIVANTE ET DECLARONS QUE tE PRODUIT

TAKE SOLE RESPONSTBTLITY FOR AND HEREBY DECLARE THAT THE PRODUCT

Numéro d'enregi*rement unique
Single Rqistration Numbr

d
nAres;
Address

Nom
Name

FR-MF-000000320

Parc Euromâlecine
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
Basic UDI-DI

Nom du produit
Prduct name

Catâ3orie du dispositif
Èvice catqory

Yumizen G400 DDi is a 4-channelsemi-automated blood coagulation
analyser. The instrument can analyse decalcified plasma samples
using coagulation, chromogenic and immunoassay methods. The
analysed data can be stored, displayed and reported. The
instrument has several functions, including built-in thermal printer
and connectivity to use automatic reagent handling by barcode
system,
For In Vitro Diagnostic use onV.

France

361O23ymz_g40OY4

Yumizen G4OO DDi

Hemostasis instrument
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EST CONFORME AUX DIRECTTVES, REGLEMENTS, I{ORMES ET SPECTFICATIONS
COMMUNES

MEETS THE nROUISIONS OF THE FOLLOWING DIRECTMS, REGULAmONT
STANDARDS AND COMMON SPECIFICATIONS

Regulation (EU) 20L717z$6 on in vitro diagnostic medical devices

Classe de risques / Risk Clas.A X B tr C tr D tr

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

20LLl65lEU - Amended by 2015/863/EU - ROHS Directive Category: 8- Medical
Devices
20041108/EC - Electromaonetic comoatibiliV
EN 61010-1 :2001
EN 61010-2-101 : 2002
IEC 61326-2-6 : 2005
EN IEC 63000 : 2018

Not Applicable

Rà3lements
Rqulations

Procâlure
dËvaluation de la
conformité IVDR/
IVDR conformity
asæssment route

Directives

Dirætives

Normes

Standards

SFÉcifications
Communes

Common
Soæifications
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