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Destination du dispositif

Intended Purpose

Pays dbrigine
Country of origin

IUD-ID de base
Basrc UDI-DI

Modèles
Models

Nom du produit
Produd name

Catégorie du dispositif
Device category

ABX Minipack LMG is constituted of 3 reagents (R1, R2, R3) and a
waste container intended for in vitro diagnostic use on HORIBA
Medical blood cell counters.
r R1 is an enzymatic solution with proteolytic action for the cleaning
of blood cell counters.
r R2 is a lysing solution for lysing efihrocytes (RBC) for leucocytes
(WBC) counting and differentiation and for hemoglobin
determination.
r R3 is a buffered isotonic solution desiqned for the determination

France

361023minipack_lmg86

0602050 (SAP code: 1210602050)

ABX Minipack LMG

Hematology reagent
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HORIBA

EST CONFORME AUX DIRECTTVES, REGLEMENTS, NORMES ET SPECTFICATIONS
COMMUNES

MEETS THE qROVTSTONS OF THE FOLLOWTNG DTRECTTVES, REGULAftONS,
STAN DARDS A ND COM MON SPECIFICATIONS

of blood cells counting, WBC differentiation and the measurement of
hematocrit.
Clinical laboratories use.

Regulation (EU) 20L71746 on in vitro diagnostic medical devices

classede risques / Risk Ctass,A X B n C n D !

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

Not Applicable

Règlements
Regulations

Procédure
dévaluation de la
conformité IVDR/
IVDR conformity
assessment route

Spécifications
Communes

Common
Specifications
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