Medical

HORIBA ABX SAS
Parc P:'.m‘omédcsino
Rue du Cad uu'cv BP7260
34184 MONTPELLIER Cedex 4 - Famnee
Web | www honm com
Tél 1 33 (O) 467141510

Déclaration de Conformité
Declaration of Conformity

{No.de200060)
Sulon
Aecarding o I50 TT0R]
NOUS LE FABRICANT
i THE MANUFACTURER

,.V,;f,: HORIBA ABX SAS
Adtesse Pare Euromédecine
e Rue du Caducée - BP7290
address 34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE E'T
DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND
DECLARE THAT THE PRODUCT

e o | HEMATOLOGY REAGENT
ABX DILUENT (20L) / ABX
DILUENT (10L)

For application on @ ABX Pentra 60, ABX Pentra 60C+, Pentra
ES60, Pentra MSG0, Pentra MS CRP, ABX Pentra 80, ABX
Pentra XL&O, Pentra XLR, ABX Pentra 120, ABX Pentra 120
Retie, ABX Pentra DX120, ABX Pentra DFI120, Pentra DX
Nexus, Pentra DF Nexus, Yumizen HS500 OT, Yumizen H300
CT, Yumizen H1500, Yumizen H23500, Yumizen H550

Modéles , :
e 10901020 / 0901010
Pays &’ origine
Couniry of origin

Nom du produit
Product name

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC ~ IVD Medical Devices

Date: 2020.02.10 16 00:35 EET
Reason: MoldSign Signature
Location: Moldova

Directives Classification : General 1VD (others) - Qutside Annex 1 and
Directives not for self-testing
Conformity Agsessment Procedure: Annex 11/ Non-Annex 1
) Nommes NIA
Standerds
Muontpellier, France
06 Juin 2017
June 06%, 2017 §
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HORIBA ABX 5AS
Pare Furomédecine

Rue du Caducte -~ BP7290
34184 MONTPELLIER Cedex 4
Web : www horiba.com

TéL 33 (0) 467 14 1516

Franee

Déclaration de Conformite
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{Noude20055¢)

Selon
According o 1€ 17050

oo HORIBA ABX SAS
Adresse Pare Buromddecing
P Rue do Caduede ~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECL.ARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECIARE THAT THE PRODUCT

Catégorie du dispositif
Device category

HEMATOLOGY REAGENT

Nom du produit
Product name

WHITEDIFF (1L)
For application on @ Yumizen H500 OT, Yumizen H500 CT,
Yumizen H350

Moddéles
Madels

1210906022

Pays d’origine
Cowntry of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/T9/EC ~ VD Medical Devices

Dirvectives Classification : General IVD (others) - OQutside Annex [ and
Directives not for self-testing
Conformity Assessment Procedure: Annex HI/ Non-Annex 11
Normes ,
. j N/A
Standards

Montpellier, France
06 Juin 2017
Juune 069, 2017 /

H
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TEMP-A0{E Rev. 12 Y

(" _Christian DUBUC
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edical
HORIBA ABX SAS

Pare Euromdédecine

Rue du Cadueée - BP7290

34184 MONTPELLIER Cedex 4 - France
Web @ www horiba.com

TEL 33 (M467 1415106

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de200250)

Selon
Aecording e 15O PGS0

N HORIBA ABX SAS
Advesse Pare Euromédecine
) e Rue du Caducée - BP7290
Aekdress

34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Catégorie du dispositif
Device caltegory

HEMATOLOGY REAGENT

Nom du produit
Product name

ABX CLEANER (1L)
For application on © ABX Pentra 60, ABX Pentra 60 C+, Pentra
ES 60, Pentra M3 60, Pentra MS CRP, ABX Pentra 80, ABX
Penira XL 80, Pentra XLR, ABX Pentra {20, ABX Pentra 120
Retic, ABX Pentra DX 120, ABX Pentra DF 120, Pentra DX
Nexus, Pentra DF Nexus, Yumnizen HS00 O, Yumizen HS00
CT, Yumizen Hi500, Yumizen H2500, Yumizen HE50

ABX CLEANER (0.5L)
For application on @ ABX Micros ES 60, ABX Micros CRP,
ABX Micros CRP 200

Modéles
Models

0903010, 0903011

Pays d’origine
Country of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98779 EC — IV D Medical Devices

Directives Classification : General IVD (others) - Qutside Annex 1 and
Directives not for self-testing P
Conformity Assessment Procedure: Annex 11/ NoprAnnex 11
Normes / ek

Standards NA ; g

Maontpellier, France [

06 Juin 2017 L

June 6™ 2017 ¥

TEMPAE Rev, 12




M ¢ Pcoal
HORIBA ABX SAS
Pare Buromédecine
Rue du Caducée - BPT7290
34184 MONTI

Web r www.ho

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(Na.de200220
Selon
Aecording o 150 11080

Not —_ -
v HORIBA ABX SAS
Adresse Parc BEuromédecine
'1 g Rue du Caducée - BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCHE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECLARONS QUE LE PRODUIT
ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Catégorie du dispositif
Device category

HEMATOLOGY REAGENT

Nom du produit
Product name

ABX MINOCLAIR (0.51)

For application on : ABX Micros ABC Vet, ABX Micros 60, ABX Micros ES60, Micros
Care ST, ABX Micros CRP, ABX Micros CRP 200, Microsemi CRP, ABX Pentra 60,
ABX Pentra 60 C+) Pentra ES60, Pentra MS60, Pentra MS CRP, ABX Pentra 80, ABX
Pentra XL 80, Pentra XLR, ABX Pentra 120, ABX Pentra 120 RETIC, ABX Pentra
DX120, ABX Pentra DF 120, ADVIA 60, Pentra DX Nexus, Pentra DI Nexus, Yumizen
H500 OT, Yumizen H500 CT, Yumizen H1500, Yumizen H2500, Yumizen H350

Maodéles
Models

0401005

Pays d’origine
Couniyy of arigin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Directives
Directives

9R/TYEC ~ IVD Medical Devices

Classification : IV Devices for self-testing Outside Annex 11 and for self-testing (on
Micros Care ST only)

Conformity Assessment Procedure : Annex 1], section 6 / Non-Annex {f

Notified body name ; SGS UK/ Notified body number : 0120

Normes
Standards

1SO 14971 :2012

EN18113-2 12011
EN18113-4:2011

EN 980 :2008

EN 136122002

EN 1348520127 (SO 9001 2008
EN 13640 :2002

EN 13641 :2002

EN 13532 :2002

Montpellier, France
06 Juin 2017
June 06%, 2017

TEMP-4008 Rev ]2
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Medical

HORIBA ABX SAS

Pare Euromédecine

Rue du Caducee ~ BP7290

34184 MONTPELLIER Cedex 4 - Frasee
Web @ www. horiba,com

Tél : 33 (04 07

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{(Node 200310
Selon
Aceording (o 150 170301

N HORIBA ABX SAS
Adrosse Pare uromédecine
PP Rue du Caducée - BPYI90
Address

34184 MONTPELLIER Cedex 4 - FPRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Catégorie du dispositif
Device category

HEMATOLOGY CONTROL

Nom du produit
Product name

ABX DIFFTROL

For application on @ ABX Pentra 60, ABX Pentra 60 C+, Pentra
ES60, Pentra MS60, Pentra MS CRP, ABX Pentra 80, ABX Pentra
XL 80, Pentra XLR, ABX Pentra 120, ABX Pentig 120 RETIC,
ABX Pentra DXI120, ABX Pentra DF 120, Pentra DX Nexus,
Pepira DF  Nexus, Yumizen H300 OT, Yumizen HS00 C7T,
Yumizen H1800, Yamizen H2500, Yomizen H350

Modeles
Models

2062203, 2062207, 2062208,
2062011, 2062012, 2062013

Pays d’origine
Country of origin

USA

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

QB/TOEC - VD Medical Devices

Directives Clagsification : General 1V D (others) - Outside Apnex II_}and not
Directives for self+testing ”‘
Contormity Assessment Procedure: Annexf
Normes
N - N/A
Standards

Monipellier, France
06 Juin 2017
June 06%, 2017

Dirgeten

TEMP-4018 Rev. 12

Christian DUBUC
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