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)

NOUS LE FABRICANT

Selon
According o 150 17050-1

WE THE MANUFACTURER
Nom :
et HORIBA ABX SAS
p— Parc Euromédecine
' !1}(,_:\.\.(:. Ruc 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

Cabgorie du dpose | HEMATOLOGY REAGENT
ABX DILUENT (20L) / ABX
DILUENT (10L)

Nom du produit
Product name

For application on : ABX Pentra 60, ABX Pentra 60C+, Pentra
ES60, 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 H500 OT, Yumizen H500
CT, Yumizen H1500, Yumizen H2500, Yumizen H550

Modéles
Models

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

Directives Classification : General IVD (others) - Qutside Annex [1 and
Directives not for self-testing
Conformity Assessment Procedure: Annex [11/ Non-Annex 11
Normes i
Standards e

Montpellier, France

06 Juin 2017 Reason: Mo]dSign Signature
June 06", 2017 Location: Moldova
|
C~-_Christian DUBUC
'''''' - Diregteur A= e

TEMP-4018 Rev.12

BExplore the future

Digitally signed by Marinescu Traian alin l &
Date: 2023.02.22 08:32:13 EET :
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HORIBA

Medical

[HORIBA ABX SAS

Pare Euromédecine

Rue du Caducée ~ BP7290

34184 MONTPELLLIER Cedex 4 - rance
Web @ www horiba.com

Tél :33(0M 46714 1510

Déclaration de Conformite
Declaration of Conformity

(No.de20085¢)
Selon
According to 150 17050-1
NOUS LE FABRICANT
WE THE MANUFACTURER
Nom -
Name HORIBA ABX SAS
wilfiks Parc Euromédecine
4 H‘.;‘ i Ruc 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

Catgoriecu diposiit | HEMATOLOGY REAGENT
evice category
Nom du produit WHITEDIFF (IL)

Produet name

For application on : Yumizen H300 OT, Yumizen H500 CT,
Yumizen H550

Modtles
11210906022
Pays d’origine v
Country of origin France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC - IVD Medical Devices

Direetives Classification : General [VD (others) - Outside Annex Il and
Directives not for self-testing
Conformity Assessment Procedure: Annex 111/ Non-Annex {1
Normes
N/
Standards NA
Montpellier, France
06 Juin 2017
June 06", 2017 !

C\\C_hristkan DUBUC

TEMP-4018 Rev. ]2

Eﬁplo%é the futuré

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




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

TEL:33(M406714 1510

Déclaration de Conformité
Declaration of Conformity

(No.deZD0250)
Selon
Accwreing 1o 150 170301

NOUS LE FABRICANT
WE THE MANUFACTURER

Kitpleis i Parc Kuromédecine
R 1 Rue du Caducde - BP7290

s | 34184 MONTPELLIER Cedex 4 - FRANCE

vew |HORIBAABXSAS ‘

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

Cntgore o et | HEMATOLOGY REAGENT |
ABX CLEANER (1L)

For application on : ABX Pentra 60, ABX Pentra 60 C+, Pentra
ES 64, Pentra MS 60, Pentra MS CRP, ABX Pentra 80, ABX
Penira XL 80, Pentra XLR, ABX Pentra 120, ABX Pentra 120
Nom du produit Retiv. ABX Pentra DX 120, ABX Pentra DF 120, Pentra DX

Produeet name Nexus, Pentra DFF Nexus, Yumizen HSG0 OT, Yumizen 11500
CT, Yumizen H1300, Yumizen H23500. Yumizen HS50

ABX CLEANER (0.5L)

For application on @ ABX Micros ES 60, ABX Micros CRB,
ABX Micros CRP 200
Modéles
Sodofs 0903010, 0903611
Pays d’origine
Country ef origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

T oo
|

¢ 98/T9/EC - VD Medical Devices

France

Directives Classification : General 1VD (others) - Qutside Annex |l and
Direciives I not for self-testing e
i Conformity Assessiment Procedure: Annex I/ Non=Annex 1] |
\[ - 3 # 1
Normes N/A /
Standards i
Montpeiher, France I
06 Juin 2017 } i
June 06 2007 ! }
! !

“.. 7. Christian DUBUC

’ -""-«-.Qirg@_‘_\,_..;, i
Séntor Director
Ny \
s )
‘\‘\\

FPEMPNIE Rev. |2




HORIB

Medical

A

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée -- BP7290

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

TEL : 33 (0) 467 14 1516

Déclaration de Conformité
Declaration of Conformity

(No.de 2003 1v)
; Selon
Sk o ) Aecording 1o 180 I?(lﬁn |
NOUS LE FABRICANT
WE THE MANUFACTURER
vom | HORIBA ABXSAS }
f\dl;“:":u Parc Euromédecine o i
. Rue du Caducée - BP7250
Adlelress ‘

34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVAN CE K

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARAT TON AND

. DEC'LARL THAT THE PRODUCT

| Catégorie du dispositil
Wi rse 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 (20, Pentra DX Nexus,
Pentra DF Nexus, Yumizen HS00 OT, Yumizen HS00 CT.
Yumizen 1500, Yumizen H2500, Yumizen HS50

Modéles
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 - 1VD Medical Devices

R

Directives Classification : General [VD (others) - Out\:ide Axmcx I} and not
Directives for self-lesting -
Conformity Assessmenl Procedure: z\mjcx_ f—NmL«Anr,gk 1
Normes S g Fae
N/ g -\ ¥,
Standards A 25

Montpellier, France
06 Juin 2017
June 06", 2017

. Christjan DUBUC

Directen

TEMP-4018 Rev. 12

e

. Senjor-DiYector
Senior

- Automole T Systems 1 Process & Envrontmantal { Medical) Semiconductorl Sciéntie - B



H@RIBA

Medic

FORIBA ABX SAS

Pare Euromédeeine

Rue du Caducée -~ BIP7290

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

Tel:33(0Y4 67141516

Deéclaration de Conformité
Declaration of Conformity

(No.de 20022))
Selon H
Aceording le 150 17050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

Nom : ]
Name HORIBA ABX SAS
Adross Pare Euromédecine ! -
P ,',.C_::‘ c Rue du Caduede - BP7290
Adiress 34184 MONTPELLIER Cedex 4 - FRANCE i
DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT
ABX MINOCLAIR ]
For application on : ABX Micros ABC Ve, ABX Micros 60,
N s ABX Micros ES60, ABX Micros CRP, ABX Micros CRP 200,
0;‘_1 du !}mdf“' ABX Peatra 60, ABX Pentra 60 C+, Pentra ES60.Pentra MS60,
el ABX Pentra 80, ABX Pentra XL 80, ABX Pentra 120, ABX

Pentra 120 RETIC, ABX Pentra DX 120, ABX Pentra DI 120,
ADVIA 60, Micros Care ST

M 10401005 (0.5 L)

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

{5

DR Samakiien 98/79/EC - IVD Medieal Devices
Divectives
Normes i
| Standardy thA

:J\-‘lontpcll:'cr. France

29 juillet 201 1

July 20th, 2011 / \ Y. / F
3 /

i d / e e |

S
Bertrand de CASTELNAU
Président
President

g ’()R.ﬁ"- FORMAOLS Rov 7

e
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HORIBA

Medical
HORIBA ABX SAS
Parc Furomédecine
Rue du Caducée — BP7290
314184 MONTPELLIER Cedex 4 - France
Web : www.horiba.com
Tél :33(0)467 141516

Déclaration de Conformité
Declaration of Conformity

(No.de 20032u)
Sclon
According (0 150 17050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

N HORIBA ABX SAS

Neame

Adresse
Address

Pare Buromédecine
Rue du Caducdée - 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 DECLARA TION AND

DECLARE THAT THE PRODUCT

Catégorie du dispositit
Device category

HEMATOLOGY CALIBRATOR

Nom du produit
Product name

ABX MINOCAL

For application on : ABX Micros 45, ABX Micros ABC Ve, ABX
Micros 60, ADVIA 60, ABX Micros ES60, ABX Micros ESV6U0,
Seil 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 §0, 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 H300 OT, Yumizen H500 Gl
Yumizen H1500, Yumizen H2500, Yumizen H550

Modéles
g | 2032002
Pays d’origine USA

Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — IVD Medical Devices

Directives Classification : General ; Eﬂm\gtsidc Annex I[ and not
Directives for self-testing RN
Conformity Assess 4
Normes
N/A
Standards

Montpellier, France
06 Juin 2017 )
June 06™, 2017 i

i

i
o Chrislian DUBUC
T ,.\.ngjmtca{(f:::j

entior Director
TEMP-4018 Rev.12 o &

{

Antomotive Test Systems || Process & Environmental | Medical | Semiconductor | Scientific HORIBA

Explore 1hé future |
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