Medical

HORIBA ABX SAS

Pare BEuromédecine

Rue du Caducce — BP72940
34184 MONTPELLIER Cedex 4
Web : www. horiba.com

TéL 33 (046714158106

FFrance

Déclaration de Conformité
Declaration of Conformity

NOU.S LE FABRICANT
WE THE MANUFACTURER

(No.de200060)

Sclon
Acerrdivg 10 180 17080

oo | HORIBA ABX SAS
A Pare Euromédecine
!If ([T_b'\_h_ Rue du Caducdée - BP7290
e 34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE ET

DECLAROCNS QUE LE PRGDUIT

ESTABLISH UNDER OQUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Catdgorie du dispositif
Category device

HEMATOLOGY REAGENT

Nom du produit
Product name

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

For application on 1 ABX Pentra 60, ABX Pentra 60C -, Pentra
ESGO. Pentea MS60, Pentra MS CRP, ABX Pentra 0. ABX
Pentra XLEO, Pentra XLR, ABX Pentra 120, ABX Pentra 120
Retie, ABX Penta DX120, ABX Penua DFI120. Penwa DX
Nexus, Pentea DFF Nexus, Yumizen HS00 OT. Yumiven H5G0
CT, Yumizen H1500. Yumizen H2500, Yumizen H350

Modéles
Models

0901020 / 0901010

Pays d'origine
Country of origin

France

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

} 98/TUEC ~ 1VD Medical Devices |
! Directives Classification : General IVD (others) - Qutside Annex [T an i‘
Directives not for self-testing H
Conformity Assessment Procedure: Annex 11/ Non-Annex 1|
Normes 5
) N/
Standards s |
Montpellier, France
06 Juin 2017
June 06%, 2017
i
T 5. a1 =
\.. - . Christian DUBUC
- 'Di:'c_ctcu_;._‘(-*" LI
.S'cwidr%ﬁ:c‘cmr

PEMP-AOLE Rev. 12

Location: Moldova




HORIBA

Medical
HORIBA ABX SAS
Parc Euromédecine
Rue du Caducée - BP7290
34184 MONTPELLIER Cedex 4 —~ France
Web : www. horiba.com
TéL 133 (0)4 67 14 15 16

Déclaration de Conformité
Declaration of Conformity

(No.de20014s)
Selon
According w0 150 [7050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

som | HORIBA ABX SAS R

Parc Euromédecine
Al Rue du Caducée ~ BP729¢
34184 MONTPELLIER Cedex 4 - FRANCE

Adresse

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

ABX LYSEBIO (0.4L)

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, Microsemi CRP

Nom du produit
Product name ABX LYSEBIO (IL)D
For application on : ABX Pentra 80, ABX Pentra XL 80, ABX
Pentra 120, ABX Pentra 120 RETIC, ABX Pentra DX120,
ABX Pentra DF 120, Microsemi CRP, Pentra DX Nexus,
Pentra DF Nexus, Pentra XLR, Yumizen H1500, Yumizen
H2500

Modéles 0906013
Models 0906012

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 [VD (others) - Qutside Annex 1f and
Directives not for self-testing
Conformity Assessment ReeEfauscnamnagx U1 7 Non-Annex 1
= 10T

Normes

!
o Standards BEA
Montpellier. France
05 Avril 2017
dpril 059, 2017 ;
B 5 Christ{an DUBUC
b " Directeur | .
Senior Direcrod™ e
\
TEALP-4018 Rev.9 A
\\\
\

\

| Explore the fL.llUI'e '



HORIBA

Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée — BP7290

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

Tél :33(0)467141516

Déclaration de Conformite
Declaration of Conformity

(No.dc20017K)
Selon
According to 1SO 17050-1
NOUS LE FABRICANT
WE THE MANUFACTURER
N
wom | HORIBA ABX SAS
Adresse Parc Euromédf,cine
Address Rue du Caducée — BP7250

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX EOSINOFIX (1L)

For application on : 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

Modél
worers | 0206010
Pays d’origine
Country of O:;gin Btiinice

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — IVD Medical Devices

Directives Classification ;: General IVD (others) - Qutside Annex 1 and
Directives not for seli-testing
Conformity Assessment Procedure: Annex 111 / Nen-Annex 11
Normes %
Standards N

Montpellier, France
03 Février 2016
February 03 . 2016

TEMP-4018 Rev.9

,Explf:_ne the future




HORIBA

Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée — BP7290

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

Tel:33 (0467141516

Déclaration de Conformite
Declaration of Conformity

(No.dc200161)
Selon
Aecording 1o 18O 17050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

YNem [ HORIBA ABX SAS

Parc Euromédecine

s Rue du Caducée - BP7290
ress 34184 MONTPELLIER Cedex 4 - FRANCE |
DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT
‘ ) ABX BASOLYSE II (1L)
Nom du produit For application on : ABX Pentra 60, ABX Pentra 60C+, Pentra
Frodictwape ES 60, Pentra MS 60, Pentra MS CRP, ABX Pentra 80, ABX

Pentra XL 80, Pentra XLR
Modeles
“osee | 0906003
Pays d’origine
Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

France

98/79/EC — 1VD Medical Devices
Directives Classification : General IVD (others) - Outside Annex 1l and
Directives not for self-testing
Conformity Assessment Procedure: Annex 11/ Non-Annex [I
Normes
Standards N/A

Montpellier, France
03 Février 2016
February 03¢, 2016

TEMP-4018 Rev.9

' Explore the futdre Autorotive Test Systems | Process & Environmental | Medical | Semiconductor | Sclentific HOR'BA




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.de200250)

Selon
According 10 150 17050-1
NOUS LE FABRICANT
WE THE MANUFACTURER
No
Nispae HORIBA ABX SAS
Kdreki Parc Furomédecine
sdd. Rue du Caducée — BP7290)
Aadress 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 REAGENT

Nom du produit
Product name

ABX CLEANER (1L)

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
Retic, ABX Pentra DX 120, ABX Pentra DF 120, Pentra DX
Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen H500
CT, Yumizen H1500, Yumizen H2500, Yumizen H550

ABX CLEANER (0.5L)

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

Moddles | 0903010, 0903011
Pays d’origine 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 1 and
Directives not for self-testing
Conformity Assessment Procedure: Annex 111/ Non-Annex [1
Normes
Standards A

Montpellier, France
06 Juin 2017 /

Jine 06, 2017
{
C\‘\\ Christian DUBUC

—Directeurd o™

Sén clor
TEMP-4018 Rev.12 \ \
s

Explore the future Automotive Test Systems | Process & Envronmantal I Medical | Semiconductor | Scientific HOR'BA {




HURIBA

Medical

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

(No.de200220)
Selon
According to 150 17050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

Nom | HORIBA ABX SAS

N - Parc Euromédecine
Adidiass 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
Catégorie dudispositit | HEMATOLOGY REAGENT

Device category

For application on : ABX Micros ABC Vet, ABX Micros 60, ABX Micros ES60, Micros
Nom du produit Care ST, ABX Micros CRP, ABX Micros CRP 200, Microsemi CRP, ABX Pentra 60,
Product name 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 DF Nexus, Yumizen
H500 OT, Yumizen H500 CT. Yumizen H1500, Yumizen H2500, Yumizen H550

Modél
vodere | 0401005
Pays d’origine

Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

France

98/79/EC — IVD Medical Devices
Directi Classification : IVD Devices for self-testing Outside Annex II and for self-testing (on
irectives :
DS atis Micros Care ST only) )
Conformity Assessment Procedure : Annex IlI, section 6 / Non-Annex I
Notified body name : SGS UK/ Notified body number : 0120
ISO 14971 2012
EN 18113-2 :2011
EN 18113-4 :2011 #
Sonmes EN 980 :2008 5
Spsndiias EN 13612 :2002 2zC)
EN 13485 :2012 / ISC 9001 :2008 BiC
EN 13640 :2002 S
EN 13641 :2002 &/
EN 13532 :2002 o,

Montpellier, France

06 Juin 2017 ;

June 06%, 2017 i
W\Chriman DUBUC

TEMP-4018 Rev./2

‘Explore the future Automative Test Systems [ Process & Environmental i I\{!éclcal 1 Semiconductor | Sclentific




HORIBA

Medical

HORIBA ABX SAS

PParc Euromédecine

Rue du Caducée — BP7290

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

TéL:33(0)467 1415106

Déclaration de Conformite
Declaration of Conformity

(No.de 20031v)
Sclon
Aecording (o 180 170501

NOUS LE FABRICANT
WE THE MANUFACTURER
som | HORIBA ABX SAS
A S 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 H500 OT, Yumizen HS00 CT,
Yumizen H1500, Yumizen H2500, Yumizen H550

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

98/79/EC — IVD Medical Devices

Directives Classification : General IVD (others) - Outmdc Anm&_{l and not
Directives for self-testing £ . i
Conformity Assessment Procedure: A
Normes
Standards N/A

Montpellier, France
06 Juin 2017
June 66", 2017

Chr:st an DUBUC

TEMP-4018 Rev. 12

Explore the future Automotive Test Systems | Process & Environmantal | Medical | Semiconductar | Scientific HORIBA
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