HORIBA

Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée — BP7290)

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

TéL:33(0)467 141516

Déclaration de Conformite
Declaration of Conformity

(No.de200060)
Selon
According to 150 17050+

NOUS LE FABRICANT
WE THE MANUFACTURER

Nom | HORIBA ABX SAS

Name
o Pare I'iurinnédn':cinc
dddress Rue du Caducte BT’:I?‘)() _
) i 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 HEMATOLOGY REAGENT

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

For application on : ABX Pentra 60, ABX Pentra 60C+, Pentra
ESG60, Pentra MS60, Pentra MS CRP, ABX Pentra 80, ABX
Pentra XL80, Pentra XLR, ABX Pentra 120, ABX Pentra 120
Retic, ABX Pentra DX120, ABX Pentra DF120, Pentra DX
Nexus, Pentra DF Nexus, Yumizen H5300 OT, Yumizen H500
CT, Yumizen H1500, Yumizen H2500, Yumizen H550

Nom du produit
Product name

Moddles 113001020 / 0901010

Pays d’origine

2y France
Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC - IVD Medical Devices
Directives Classification : General IVD {others) - Qutside Annex I and
Directives not for self-testing
Conformity Assessment Procedure: Annex 11/ Non-Annex [l
Normes ;
Standards NA

Montpellier, France
06 Juin 2017
June 06%, 2017

e e

- Date: 2023.03.07 13:48:33 EET
C\\\\Chrlsﬁﬁn IRERBDLI @ oldSign Signature
" Diregteyr. L EocationMoldova
Senior"Bivegtor
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fedicag l
H(N{IBA ABX SAS
Pare Buromédecine
Rue du Caducée - BPT290
34184 MONTPELLIER Cedex 4 - Frange
Wb www horiba.com

Tl 133467141510

Déclaration de Conformité
Declaration of Conformity

{No.de200145)

Selon i

Aecording o 18 FAL |
NOUS LE FABRICANT :
WE THE MANUFACTURER
Nom : - : 4 ’
i Advesse Pare Euramédecine ;
s i Rue du Caduede - 37290 ;
I__ Adares 34184 MONTPELLIER Cedex 4 - FRANCE %

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Froduct name

ABX LYSEBIO (0.4L)

Forapplication on : ABX Penta 60, ABX Pentry 60 (’. +, Pesiti
ES60, Pentra MSG0, Pentra MS CRP, ABX Pentra 8(? :\E)X
Pentra X1 8G, Pentra X1LR, Microsemi CRP

ABX LYSEBIO (1L),

For application on : ABX Pentra 80, ABX Penlra XL&D. AR
Pentra 120, ABX Pentra 120 RETIC, ABX Pentra DX 120,
ABNX P;,mrq DF 120, Micrasemi CRP, Pentea DX \L\\I\
Pentea DF Nexus, Pentra XLR, Yumizen H1500, ‘ra.mm
H2500

0906013

b . B Modéles
I Hedds | 0906012 |
i Pays d’origine ‘ —
Lo Country of origin Prance :

EST CONFORME AUX DIRECTIVES BT NORMES
CONFORMS TQ DIRECTIVES AND STANDARDS

[ 98/797EC - VD Medical Devices

{i Dircetives Classification : General IVD (others) - Outside J\mw,i 11 and
5 Directives not for self-esting i

: Contornity Assessment -\ 12 Non- ~\nn<:.l: i
! Nommes ; 2 i

I . Stahdards A

wpetlier. France
45 il 2017
dpeit 3% 2007

i
1

<Directeur |
Senior Dulq czrc‘r

FEMPAIS Rev. \

Christl{ i DUBUC




Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée - BP7290

34184 MONTPELLIER Cedex 4 — France

Web @ www.horiba,com
Tel 133 (0Y 4 67 14 15 16

Déclaration de Conformité
Declaration of Conformity

(No.dez0017k)
Seton
According o I\G I T050-1
NOUS LT FABRICANT
WE THE MANUFACTURER
Nom - I T

vane | HORIBA ABX SAS
Gidiacaon Parc Euromédecine
e Rue du Caducée ~ BP7290
i 34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

ABX EOSINOFIX (L) | |

Nom du produit For application on : ABX Pentra 60, ABX Pentra 60 G+, IPenlia ;
Product name FSGO Pentra MS6Q, Pentra MS CRP ABX Pentra 80, r\B)\ l
Pentra XL 80, Pentra XLR, ABX Pentra 120, ABX Pentra 120 i

Retic :

Modél
sodes | 0206010 |
Pays d’origine - i
Lo Country ¢f origin France

I SE CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

P 98/7%EC - IVD Medical Devices '
Directives Classification : General IVD (others) - Quiside Annex 1 and .
Directives not for self-testing |
Conformity Assessment Procedure: Annex I1} / Non-Annex || !
Normes i I
/A
Standards N : pul

Manipellier, France
03 Février 2016
February 03¢, 2016

Chl'isti:h DUBUC a3
o Directeur R
Sr?nip{j)irccf o

——,

.,
TEMP-4018 Rev.9 3




HORIBA ABX 848

Pare Burensédeenme
Rue du Caducse — BP7290
34184 MONTPELLIER Cedex 4 - Frange
Web wiww.horiba.com '
FEL 33 (01467 1415 16 :

Meadical

Déclaration de Conformité
Declaration of Conformity

(No.dec200161) |

Selon :
Aecording 10 180 1i7G30-1
NOUS'LE FABRICANT

WE THE MANUFACTURER

|

S 3 No . ] i
[+ rom | HORIBA ABX SAS |

. Parc Buromdédecine

Rue du Caducde - BP7290

34184 MONTPELLIER Cedex 4 - FRANCYE

Adresse
Address

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

 TABX BASOLYSETI (1L} |

Nn}m du produit For application on : ABX Pentra 60, ABX Peatra GOCH. Pentri

Product name ES 60, Pentra MS 60, Pentra MS CRP, ABX Pentra §0, ARN |

Pentra XL 80, Pentra XLR ] )

Modeles ‘ :

Models 0906003 i ]

‘ Pays d’origine . i |
A Country of origin Feangy i

LST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

5 e 98/79/EC - [VD Medical Devices T
Directives Classification : General IVD (others) - Quiside Annex land
Directives ot for self-lesting _ L
stk i Conformity Assessment Procedure: Annex 111 / Non-Annes i 1\
Normes : i

N )
Standards B 5 )

Montpetlier, France
A Février 2016
Lebruary 03, 2016

P

EMPGBIS Rew.9




HORIB

Medical
[HTORIBA ABX SAS
Pare Euromédecine
Rue du Caducée — BP7290
34184 MONTPELLIER Cedex 4 - France
Web @ www.horiba.com
TEL:33(0)467 141516

Déclaration de Conformité
Declaration of Conformity

(No.de200250)
Sclon
According (0 150 17050-]

NOUS LE FABRICANT
WE THE MANUFACTURER

Nom 3 )
S HORIBA ABX SAS
Pare Furomédecine
Rue du Caducée — BP7290
34184 MONTPELLIER Cedex 4 - FRANCE

Adresse
Address

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

Catégoric du dispositif HEMATOLOGY REAGENT

Device category

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

Nom du produit Retic, ABX Pentra DX 120, ABX Pentra DF 120, Pentra DX
Product name Nexus, Pentra DIF 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 T 3903010, 0903011

Pays d’origine

e France
Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC —~ IVD Medical Devices
Directives Classification ; General 1VD (others) - Outside Annex Il and
Directives not for self-testing =y
Conformity Assessiment Procedure: Annex [/ Nog=Annex Il - ;
Normes : ; &
Standards NI f/ i
Montpellier, France H 4
06 Juin 2017 i
June 06%, 2017 K

(7"~ Christian DUBUC

o Directeurt e e

Sénter. Director
TEMP-4018 Rev. 12 g\\
.
\\

" Bxplorethe futtre - Automotive Test Systems | Process & Environmental | Medical | Semiconductor | Scienific




HORIBA

Medical

HORIBA ABX SAS

Pare Euromédecine

Rue du Caducée - BP7290

34184 MONTPELLIER Cedex 4 - France
Web @ wivw horiba.c __Qu

Tél. (3346714151

Deéclaration de Conformité
Declaration of Conformity

s (No.de 20022))
o @1 Yl hes Selon ;
GV K R T Aecording 1 150 lilJ‘»ﬁ 1

NOUS LE FABRICANT
WE THE MANUFACTURER

xome | HORIBA ABX SAS

Pare Euromédecing

S (N

!jle,,c':“' Rue du Caduede — BP7290
e 34184 MONTPELLIER Cedex 4 - FRANCE
DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT
T i
ABX MINOCLAIR |
For application on : ABX Micros ABC Ver, ABX Micros 60,
N oy ABX Micros ES60, ABX Micros CRP, ABX Micros CRP 200,
n::.-j du %Dlﬂdl“l ABX Pentra 60, ABX Pentra 60 C+, Pentra ES60.Pentra MS60,
Product nante ABX Penira 80, ABX Pentra XL 80, ABX Pentra | 120, ABX

Pentra 120 RETIC, ABX Pentra DX120, ABX Pentra [)i 120,
ADVIA 60, Micros Care ST

Monen | 0401005 (0.5 L) B

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

= Tocljves 9Y/TYEC ~ IVD Mediea! Devices |
Direciivey -
Normes i
Stanclards i
:M(mlpcliicr' I'rance L
29 juillet 2011
July 29th, 2017
‘{__5,)

Bertrand de CASTELNAU
Président
President

CORP-FORM-GDIE Rev. 7

RS
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HORIB

Medical
HORIBA ABX SAS
Parc Furomédecine
Ruc du Caducée — BP7290
34184 MONTPELLIER Cedex 4 - France
Web 1 www.horiba.com
TEL:33(0)467 141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 20032u0)
Selon
According o 15O 17050-1

Nom
son | HORIBA ABX SAS
Adisiss Pare Euromédecine
N 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 CALIBRATOR

Nom du produit
Product name

ABX MINOCAL

For application on : ABX Micros 45, ABX Micros ABC Vet, ABX
Micros 60, ADVIA 60, ABX Micros ES60, ABX Micros ESV6U,
Scil Vet ABC Plus, ABX Micros CRP, ABX Micros CRP 200,
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, Micros Care ST, Microsemi CRP, Pentra DX
Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen H500 CT,
Yumizen H1500, Yumizen H2500, Yumizen H550

Modeles
foddles 115032002
Pays d’origine USA

Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — VD Medical Devices

Directives Classification : General
Directives for self-testing
Conformity Assess
Normes
Standards b

Montpellier, France
06 Juin 2017 J
June 06", 2017 i

!

|
Christian DUBUC

ehior Dgrecmr
\

RS
N,
)

TEMP-4018 Rev. 12

Explore the future

Autormotive Test Systems | Process & Environmental | Medical | Semiconductor Scientific

HORIBA



HomIBA

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée-- BP7290

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

TEL:33(0)467 141516

Déclaration de Conformité
Declaration of Conformity

(No.de 20031v)
Selan
Aecording to 18O | nm: |

NQUS LE FABRICANT
WE THE MANUFACTURER

Nom CTHORIBA ABX SAS

N Pare Euromédecine T |
P Rue du Caduege - BP7290
b 34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION bUIVi\N TE E'T

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARAT ION AND
- DECLARE THAT THE PRODUCT

Cardgoric dudispositit | HEMATOLOGY CONTROL

g L o e Deviee category ;
1
}
ABX DIFFTROL !
For application on: ABX Pentra 60, ABX Pentra 60 Ct, Pentra
2 . ESGO0, Pentra MS60, Pentra MS CRP, ABX Pentra 80, AEX Pentra I
Mo du praduit XL 80, Pentra XLR, ABX Pentra 120, ABX Pentra 120/ RETIC, |
Product name ABX Pentra DX120, ABX Pentra DF 120, Pentra DX Nexus,

Pentra DF Nexus, Yumizen HS500 OT, Yumizen HS00 CT,
Yumizen H1500, Yumizen H2500, Yumizen FS50

: vodiles | 2062203, 2062207, 2062208,
ENE ALY vodes 12062011, 2062012, 2062013

Pays d’origine
Country of origin USA

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

S8/79/EC — IVD Medical Devices ‘ }
Direetives Classification : General [VD (others) - Outside Anncx Al dncl not :
Direciives for self-testing
Conformity Assessment Procedure: Amlex }ll} \on Anm.x AR |

Normes JorSiad Fag TR
Standards N/A (S8 wes J

Montpellicr, France i
06 Juin 2017 ‘
June 06", 2017

. Senjer-Divector
e

ﬂ,’;;ﬁ[\f‘--fﬂw-x’fmn 12
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