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France
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Destination du dispositif

Intendd Purpose

Pays dbrigine
Counby of origin

IUD-ID de base
tusic UDI-DI

Nom du produit
Product name

Catâgorie du dispositif
Device category

The Yumizen G1500 / Yumizen G1550 is a fully automated blood
coagulation analyser. The instrument can anatyse decalcified plasma
samples using coagulation, chromogenic and immunoassay
methods. The analysed data can be stored, displayed and reported.
The instrument has several built-in functions, including automatic
reagent handling by barcode system, priority processing of STAT
samples and quality control. A cap piercer unit can be installed as a
factory option (Yumizen G1500 without, Yumizen G1550 with cap
piercer unit).
For In Vitro Diagnostic use only.
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Yumizen G15OO
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EST CONFORME AUX DIRECTMS, REGLEMENTS, NORMES ET SPECIFICATIONS
COMMUNES

MEET THE nROWSIONS OF rHE FOLLOWING DIRECTWES, REGUIAmONS,
STATV DAR DS AN D COM T']ON SPECIFICATTONS

Regulation (EU) 20t71746 on in vitro diagnostic medical devices

Ctasse de risques / Risk Clas.A El B n C ! D tr

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

Z0LL|6S|EV - Amended by 2015/863/EU - ROHS Directive Category: 8- Medical Devices

20M h08l EC - Electromagnetic compatibility

EN 61010-1 : 2001
EN 61010-2-101 : 2002
EN 61326-2-6: 2006
EN IEC 63000 : 2018

Not Applicable

Règlements
Rqulations

Procâlure
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