Medical

HORIBA ABX SAS

Pare Buromédecine

Rue du Caducée — BP7290
34184 MONTPELLIER Cedex 4
Web ;| www.horiba.com
Teh:33(0)46714 1516

FFranee

Déclaration de Conformite
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de200060)
Selon
Aceording to 150 110301

} g Ao -
% rome | HORIBA ABX SAS
Adresse Pare BEuromédecme

| S :,';ih_"l Rue du Caduege - BP7290

} Address | 34184 MONTPELLIER Codex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECLARONS QUE LE PRGDUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Category device

Carégorie du dispoxitif

HEMATOLOGY REAGENT

Noem du produit
Produet name

ABX DILUENT (20L) / ABX
DILUENT (10L)

For application on : ABX Pentra 60, ABX Pentra 60C-. Penra
1ES60, Penua MS60, Pentra MS CRP, ABX Pentra 80, ABX
Pentra XL30, Pentra XLR, ABX Pentra 120, ABX Pentra 120
Rerie, ABX Pentra DX120, ABX Pentra DFI20, Penra DX
Nexus, Pentra DF Nexus, Yumizen FS00 O, Yuamizen H300
CT, Yumizen H1500. Yumizen H2500, Yumizen H550

Modeles
Mudlels

0901020 /0901010

Pays d origine
Country of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES -
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC ~ 1VD Medical Devices

|

E Directives Classification : General [VD (others) - Outside Annex [ and

! Directives nat far self-testing

i Conformity Assessment Procedure: Annex {11/ Non-Annex 11
frmmoes

: . Normes NIA

f Standards

Mantpellier, France
06 Juin 2017
June 06", 2017 [

TEMPAOIS Rev. )2

Location: Moldova

N ____Christié;n DUBUC _

Di:‘qctc%()»-f" -
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Medical

HORIBA ABX SAS

Pare Euromedecine

Rue du Caducde - BP7290

34184 MONTPELLIER Cedex 4 France
Web @ www horiba.com

Déclaration de Conformite
Declaration of Conformity

[Noude20055¢)
Selon
According o 150 17050-]

NQOUS LE FABRICANT
WE THE MANUFACTURER

Jom L HHORIBA ABX SAS |
Parc Luromedecine
Rug du Caduede - BP7290 ;
Adelress :

34184 MONTPELLIER Cedex 4 - FRANCE

Adresse

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
Cutégorie du disposiif HEMATOLO GY REAGENT
Device category
Nom du produit WHITEDIFF (iL)

Product name For application on @ Yumizen H300 OT. Yumizen H300 CT, |
| Yumizen M350

Modéles
e 11210906022
Pays d’origine
Country of arigin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

I 98/79/EC — IVD Medical Devices ‘
Directives Classification : General VD (others) - Quiside Annex [ and
Directives not for sclf-testing
Conformity Assessment Procedure: Annex |1/ Non-Annex |1
Normes ;

Standards NEY

Montpellier, France

06 Juin 2017

June 06, 2017 [’

C "\\c.hnstgan DUBUC
Directeud

T Sen i Dipegior—""

TEMP-4018 Rev. 12 LY




HORIBA

Medical
HORIBA ABX SAS
Pare Euromédecine
Rue du Caducée - BP7290
34184 MONTPELLIER Cedex 4 -~ France
Web 1 www. horiba.com

Tél :33(0)467 141516

Déclaration de Conformité
Declaration of Conformity

(No.de2000250)
Selon
According to 150 17050-|

NOUS LE FABRICANT
WE THE MANUFACTURER

Name

Keiigss Pare Furomédecine
;1( e L,_;,'w Rue du Caducde - BP7290
- 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

Catégoricc.iu ciisposil'fi' HEMATOLOGY RF;AGENT

Device category
ABX CLEANER (1L)

For application on : ABX Pentra 60, ABX Pentra 60 C+, Pentra
ES 60, Pentra MS 60, Pentra MS CRP, ABX Pentra §0, ABX
Pentra XL 80, Pentra XLLR, ABX Pentra 120, ABX Pentra 120

Nom du produit Retic, ABX Pentra DX 120, ABX Pentra DF 120, Pentra DX
Product name Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen H500
CT. Yumizen H1500, Yumizen H2500, Yumizen H550

For application on : ABX Micros ES 60, ABX Micros CRP,
ABX Micros CRP 200

Moddles | 903010, 0903011

Pays d’origine

P France
Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — IVD Medical Devices
Directives Classification : General [VD (others) - Qutside Annex 1l am:l
Directives not for self-testing ol

Conformity Assessiment Procedure: Annex 1/ hon'—Anncx Il -
Normes o # oY
Standards A _I’
Montpellier, France é A

06 Juin 2017 /
June 08", 2017 { ‘\

.7~ Christian DUBUC

~ercctczud_ it
Séz*rﬁ:Duec!m

TEMP-4018 Rev. 12
\.
RS
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HORIBA

Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée - BP7290

34184 MONTPELLIER Cedex 4 - France
Web : www horiba.comn

Tél : 33 (0)4671415 16

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT

(No.dec 20022])

Selon
According (0 180 17050-1

WE THE MANUFACTURER
N
N HORIBA ABX SAS
Advesin Parc Euromédecine
- Rue du Caducée — BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX MINOCLAIR

For application on : ABX Micros ABC Vet, ABX Micros 60,
ABX Micros ES60, ABX Micros CRP, ABX Micros CRP 200,
ABX Pentra 60, ABX Pentra 60 C+, Pentra ES60,Pentra MS60,
ABX Pentra 80, ABX Pentra XL 80, ABX Pentra 120, ABX
Pentra 120 RETIC, ABX Pentra DX120, ABX Pentra DF 120,
ADVIA 60, Micros Care ST

Mod¢cles
Models

0401005 (0.5 L)

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Ditectives 98/79/EC — IVD Medical Devices
Directives

Normes .
Standards NIA

Montpellier, France

29 juillet 2011 M\

July 29¢h, 2011

Président
President

CORP-FORM-0018 Rev.7

Explore the future

Bertrand de CASTELNAU

Automotive Test Systems | Process & Environmental | Medical | Semiconductor | Scientifie

HORIBA



HORIBA

Medi

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée— BP7290

34184 MONTPELLIER Cedex 4 ~ France
Web : www.horiba.com

Tél.:33(0)467 1415106

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 20031v)
Sclon
Aecording to 15O 17050-1

N
Nemo HORIBA ABX SAS
Adsdain Parc Euromédecine
- Rue du Caducée ~ BP7290
Address

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 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 Pentra 120 RETIC,
ABX Pentra DX120, ABX Pentra DF 120, Pentra DX Nexus,
Pentra DF Nexus, Yumizen HS00 OT, Yumizen HS00 CT,
Yurnizen H1500, Yumizen H2500, Yumizen H550

Modeéles
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

98/79/EC — IVD Medical Devices

Directives Classification : General [VD (others) - Ol.l.[mdb Anng [I and not
Directives for self-testing Mt
Conformity Asscssment Procedure: Au
Normes
Standards BHA
Montpellier, France
06 Juin 2017
June 06", 2017
T ——s
i

TEMP-4018 Rev.12

Explore the future

Automotive Test Sysiems | Procass & Environmental | Medical | Semic’ondﬁctﬂr | Scientific

HORIBA
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