M ¢

HORIBA ABX SAS

Pare Buromédecine

Rue du Caduede — BP7290

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

TElL 1 33(0)467 1415 16

Deéclaration de Conformite
Declaration of Conformity

{(No.de200006w)

NOUS LE FABRICANT
WE THE MANUFACTURER

Selon
According 1o 150 170501

34184 MONTPELLIER Cedex 4 - FRANCL:

N
aome | HORIBA ABX SAS J
Adssa Pare Baromédecine ™
o Rue du Caductée - BP7290 ]
Address \

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER QUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Catégoric du dispositif
Caregory device

HEMATOLOGY REAGENT

Nom du produit
Product name

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

For application on : ABX Pentra 60, ABX Pentra 60C+, Pentra
ES60, Pentra MS60. Pentra MS CRP, ABX Pentra 80. ABX
Pentrs X180, Pentra XLR. ABX Pentra 120, ABX Pentra 120
Retie, ABX Penwra DX120, ABX Pentra DF120. Pentwa DX
Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen H500
CT. Yumizen H1500, Yumizen H2500, Yumizen H350

Modéles
toddes 10901020/ 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

Directives Classification : General IVD (others) - Quiside Annex 1T and
Directives not for self-testing
Conformity Assessment Procedure: Annex 11/ Non-Annex I
Normes :
N/
Standards R
Montpeliier, France
06 Juin 2017 \
Jine 06%, 2017 i
!

— _.,“_‘\Christi%n DUBLC.

Ditx:_ct%r_,gi,;. i
Senior Bhegior

TEMP-#0)8 Rev. 12 e\

Reason: MoldSign Signature
Location: Moldova

D ; OTIC C l‘ [d
Date: 2023.02.08 15:48:34 EET




M e d cal

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée - BPT290

34184 MONTPELLIER Cedex 4 - Prance
Web @ wwwhoriba.com

Tel : 33(0)46714 1516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de20055¢)

Selon
Aecording to 180 17050-)

Jom = HORIBA ABX SAS
o — Pare Euromddecine
4:[:1:';:(; Rue du Caducée —~ 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

oD g dl:?{:;L:{, HEMATOLOGY REAGENT
Nom du produit WHITEDIFF (IL)

Product name

For application on : Yumizen H300 OT. Yumizen H500 CT,
Yumizen M550

Modéles
114(1:1@:: 121 0906022
Pays d’origine -
Country of origin France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC - IVD Medical Devices
Directives Classification : General IVD (others) - Cutside Annex [l and
Directives not for self-testing
Conformity Assessment Procedure: Annex 111/ Non-Annex [l
Normes
Standards REA
Montpellier, France
06 Juin 2017
June 06%, 2017 I[
i
Christ&an DUBUC
. Directeur

o 'S‘er'\i?r{MBJ eglor—"""

TEMP-4018 Rev. 12 (<

Explore the future

 Automotive Test Systems } Process & Emvironmental | Medical | Semiconductor | Scientific

HORIB




Medical
HORIBA ABX SAS 1
Pare Luromédecine i

. Rue du Caducée - BP7290
3184 MONTPELLIER Cedex 4 - France
Web ¢ o horiba.eom
TEL 133 (M) 467141510

Déclaration de Conformité
Declaration of Conformity

(Node200250)
Selon i
Aveneding 1o 150 1 '.'{ij!l- i

NOUS LE FABRICANT
WE THE MANUFACTURER

= il enbin e
e HORIBA ABX SAS

Pare Euromédecing

Rue du Caducée - BP7290

34184 MONTPELLIER Cedex 4 - FRANCE

Adresse
Adlresy

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIV?\.N'E‘E BT
DECLARONS QUE LE PRODUIT :

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARA :f‘fo}v AND
DECLARE THAT THE PRODUCT :

Catégorie du disposiil

Do HEMATOLOGY REAGEN’I
ABX CLEANER (1L)

Forapplication on: ABX Pentra 60, ABX Pentrn 60 Cl Pentra
£8 60, Pentra MS 60, Pentra MS C,RP ABX Pentra §0, ABX
Pentra XL 80, Pentra XLR, ABX Pentra 120, ABX l’uum 120
Nom du produit Rutic, ABX Pentra DX 120, ABX Pentra DF 120, Pentra a DX

Produet name Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen 1500
CT, Yumizen H1500, Yamizen H2500, Yumizen HS50 |

ABX CLEANER (0.5L)

For application on : ABX Micros ES 60, ABX Micros (.RI‘
ABX Micros CRP 200

P Moddles

Y 5 4 Mese 10903010, 0903011
K p TR Pays d'origine
Cotwitry of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

o]

France

98/79/EC ~ IV D Medical Devices 1

Directives Classification : General IVD (others) - Quiside Annex 11 and |
Directives not for self-testing 1
Conformity Assessment Procedure; Annc,x lll / Non- Annuc i i

Novmes i

; :

Seandardy LA |

Mongpetlier, France
(065 uin 2017
wheie a6, 2017

TEMP-A0IS Rov. 12




FIORIBA ABX SAS

Pare Euromddecine

Rue du Caducée - BR7290

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

Tél 0 33(0) 4 67 14 15 16

Declaration de Conformité

Declaration of Conformity

'NOUS LE FABRICANT
WE THE MANUFACTURER

{(No.de 20022))
Selon i
Aecording 1o 150 1 nm I

on | HORIBA ABX SAS
])
Adresse

Address

Rue du Caducde - B3P7290
34184 MONTPELLIER Cedex 4 - FRANCE

arc Buromddecine 7 ---{
|
|
|
4

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nomt e produit
Prociet ncme

H st
ABX MINOCLAIR % !
For application on : ABX Micras ABC Ver, ABX Micros 60, :
ABX Micros ESG0, ABX Micros CRP, ABX Micros R 200, !
ABX Pentra 80, ABX Pentra 60 G+, Pentra ESG0.Pentra MS60, [
ABX Peatra 80, ABX Penira XL $0, ABX Pentra 120, ABX i
Pentrg 120 RETIC, ABX Pentra DX120, ABX Penta ’3} 120, |
ADVIA 60, V:um\f,aw‘:l [

|

Muadéles
Models

0401005 (0.5 L)

EST CONFORME AUX DIRECTIVES ET NORMES
CC?NF ORMS TO DIRECTIVES AND STANDARDS
BERACT e

Directives
Direetives

IRTWEC - IVD Mediea! Devices

Normes

NiA f R

L A Standards

‘Montpellier, France

Bertr and de CASTEI NAU

Président
President

CORP-FORMAIS Rev.7

29 juiller 201 1 \
July 29ih, 2017 )

;.4‘




Medical

HORIBA ABRX SAS

Ifare Euromdédecine

Rue du Caducée - BP7200

34154 MONTPELLIER Cediex 4 - Pranee
Web @ www horiba,com

TeL:33(0)467 141516

Déclaration de Conformité

Declaration of Conformity

NOUS LE FABRICANT
. WETHE MANUFACTURER

(Noude 20031
Selen i
devording o 150 [7(!5() |

o : e e
oy HORIBA ABX SAS
T T A Ir: e Pare Euromeédeeing
T Rue du Caducde - BP7290
Aelelrgss

34184 MONTPELLIER Cedex 4 - FRANCL

ETABLISSONS SOUS NOTRE SEULE
DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE F QLLOWING DE

. DECLARE THAT THE PRODUCT

E RESPONSABILITE

CLARATION AND

Cutégorie du dispositif
Gy s Deviee category

HEMATOLOGY CONTROL

E LA DECLARATION UWEANTE B

Nom du produit
Product nene

ABX DIFFTROL

For application on: ABX Pentea 60, ABX Pentra 60 (_i Penura
ES60, Pentra MS60, Pentra MS CRP, ABX Pentra 80, :\}_u\ Pontra
XL. 80, Pentra XLR, ABX Peonta 120, ABX Pentra 120i RETIC,
ABX Penira DX120, ABX Peatra DF 120, Pentra D‘(. Nexus,
Pentra DF Nexus, Yumizen HS00 OT, Yumizen H‘i(}U CT,
Yumizen H1500, Yumizen 12500, YLmlr:.n M550

2062203, 2062207, 2062208,

Madeles
Mades 12062011, 2062012, 2062013
Pays " origine

Country of arigin

USA

EST CONFORME AUX DIRECTIVES ET NORMES
CONF ORMS TO DIRECTIVES AND STANDARDS

98/79/EC - 1VD Medical Devices
Dircotives Classification : General VD (others) - Quesi
Dircerives for selftesting ;
Conformity Assessment Procedure: Ar:e;fé/x Pl
Normes
Standards R
Montpellier, France
06 Juin 2017
June (6%, 2007
" Christian DUBUC
k& Direeteur!

TEMP-4018 Rev. 12

. Senjor-Di¥ector
~Sengr
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T Medical
HORIBA ABX $AS
Paze BEuromdderine
Rue du Caduede - BP7290
U8 MONTRRLLIER Cedex d - FRANCE
Web: www hiariba,com
Tel 330y 4 67 19 15 14

Déclaration de Conformité
Declaration of Conformiry

(No.de20032()

NOUS LE FABRICANT

Selon i
Aecording (o 1SQ

el B THE MANUFACTURER

Nom

HORIBA ABX SAS

Adresse  Pare Buromédecine
Rue du Caducée - BP7290
34184 MONTPELLIER Cedey 4 - FRANCE

Name

Address

DECLARONS QUE LE PRODUIT

DECLARE THAT THE PRODUCT

ABX MINOCAL

For application on: ABX Micros 45, ABX Micros ABC Ve, ABX

Nom produit Micros G0, ARX Micros ££860, ABX Micros ESV60, Scil Ve
Product Name  Plus, ABX Micros CRP, ABX Micros CRP 200, ABX Pentra 60,
ADX Pentra 60C+, ABX Pentra 80, ABX Penten X],

80, ABX Pentra

120, ABX Penira [20 RETIC, ABX Pentrg DX128, ARX Pentra

DF120

2032002

Modéles
Models

EST CONFORME AUX DIRECTIVES ET NORMES

CQNFORMS TO DIRECTY VES AND STANDARDS

Directives

DSITVIEC - IVIY medical duvices
Directives

Normes
Stesietereds

Vi
Monipebier, France /
10 Juin 2009 Fy
June 1000, 2009

' <~r o
Bertrand de CASTELNAU
Divecteur Géngral
: i General Manager
CORPFORM 0018 Rovig

Teg ™
s Loy

LABC

17050-1
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