HORIBA ABX SAS

Parc Buromédecine

Ruc du Caducde ~ BP’?"‘)(

34184 MONTPELLIER Cedex 4 - France
Web : www hori n

Tél . 33(_0)467 141816

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.de200060)

Selon
According io 150 1705044

N ; - .
mom | HORIBA ABX SAS
" Pare Buromédecine

Adresse

Address

Rue du Caducde ~ BPT290
34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER QUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION .

DECLARE THAT THE PRODUCT

LA DECLARATION SUIVANTE E'T

AND

Catégorie 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 6()(‘ - Pentra
860, Pentra MSO0, Pentra MS CRP, ABX Pentra ‘%O ABX
Pentra X180, Pentra XLR, ABX Pentra 120, /\B.X Pentra 120
Retie, ABX Pentra DX120, ABX Pentra DFI120, Pentra DX
Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen HS300
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

Q8/TUEC ~ TVD Medical Devices

Directives Classtfication : General IVD (others) - Quiside Annex [ and
Directives not for self-testing
Conformity Assessiment Procedure: Annex T/ Non-Annex 11
Normes ; By
. N/A
Standards

Montpether, France
06 Juin 2017
June 06%, 2017 E

._}
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Medical

HORIBA ABX SAS

Pare Euromédecine

Rue du Caducée ~ BP7290

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

Téh  33(0)4 6714 15 10

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.de200550)

Selon
According (o 150 T050-1

N . )
Neme HORIBA ABX SAS
Adresse Pare BEuromédecing
prense Rue du Caduede - 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
Bevice category

HEMATOLOGY REAGENT

Nom du produit
Product name

WHITEDIFF (1L)

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

Modéles
Models

1210906022

Pays d’origine
Country of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

QR/THEC —~ VD Medical Devices

Directives Classification « General 1VD (others) - Qutside Annex U and
Directives not for sclf-testing
Conformity Assessment Procedure: Annex HI/ Non-Anney [1
Normes
- ) N/A
Standards

Montpellier, France
06 Juin 2017
June 06%, 2017 j

TEMP-4018 Rev.12




Medical
HORIBA ABX SAS
Pare Euromédecing
Rue du Caducée -~ 3P7290
34184 MONTPELLIER Cedex 4 - France
Web © www. i O

Tel 133 (0467141516

Déclaration de Conformité
Declaration of Conformity

(No.de2010250)

Selon
Aecording 1o 18Q TT0S-1

NOUS LE FABRICANT
WE THE MANUFACTURER

Noom HORIBA ABX SAS
Adrosse Pare Ewromédecine
\ ‘J';‘j*j‘fﬁ Rue du Caducde - BP7290
Address 34184 MONTPELLIER Cedex 4 - FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE KT
DECLARONS QUE LE PRODUIT
ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

&

DECLARE THAT THE PRODUCT

e vy | HEMATOLOGY REAGENT
ABX CLEANER (1L)

For application on 1 ABX Pentra 60, ABX Pentra 60 C+, Pentra
2S 60, Pentra MS 60, Pentra MS CRP, ABX Pentra 80, ABX
Pentra X1, 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 DFF Nexus, Yumizen H500 OT, Yumizen H300
CT, Yumizen H1300, Yumizen H2500, Yumizen HE50

ABX CLEANER (0.5L)
For application on - ABX Micros ES 60, ABX Micros CRP,
ARBX Micros CRP 200
Modéles
wodern | 0903010, 0903011
Pays &’ origine
Country of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

G8/TOEC — VD Medical Devices

Directives Classification : General 1VD (others) - Quiside Annex I and
Directives not for self-testing
Conformity Assessment Procedy nex, H1/ Non-Amnex 1l
Normes . -
. o NFA
Standards

Montpellier, France
06 Juin 2017
June 06, 2047

N e Christian DUBUC
Sentsr. uj»m;-

TEMP-A0IS Rev. ]2 N

.




Medical
HORIBA ABX SAS
Pare Euromédecine
Rue du Caducée - BP7290

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

TEL 33 (Y467 141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(Noude 200320)
Selon
According o 150 T7O50-1

vme | HORIBA ABX SAS
Adresse Pare Euromédecine
Rue du Caducde - 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 o : ABX Micros 45, ABX Micros ABC Vet, ABX
Micros 60, ADVIA 60, ABX Micros ES60, ABX Micros ESV60,
Seil Vet ABC Plus, ABX Micros CRP, ABX Micros CRP 200,
ABX Pentra 60, ABX Pentra 60 CF, Pentra ES60, Pentra MS6U,
Pentra MS CRP, ABX Pentra 80, ABX Pentra X1 80, Pentra XLR,
ABX Pentra 120, ABX Pentra 120 RETIC, ABX Pentra DX120,
ABX Pentra DF 120, Micros Care ST, Microsemi CRP, Penira DX
Nexus, Pentra DF Nexus, Yumizen H500 OT, Yumizen H500 CT)
Yumizen H1500, Yumizen H2500, Yumizen H550

Modéles
Models

2032002

Pays d'origine
Country of origin

USA

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/TYEC ~ VD Medical Deviges

Directives Classification : General B0t ide Annex Hand not
Directives for self-testing A
Conformity Assessdgiid Non-Annex [
Normes . %

Standards NiA {
Montpellier, France %
06 Juin 2017 ) !
June 06%, 2017 !

|

{peoto

TEMP-40G18 Rev. 12

Christian DUBUC

Senipr Director




HORIBA ABX SAS
Pare Euromédecine

Rue du Caducée - BR7290

HLTER Codex 4 - Franee
om
TelL - 33467141516

Déclaration de Conformite
Declaration of Conformily

(No.de 20031y
Selon
According o 150 17050-1

NOUS LE FABRICANT
WE THE MANUFACTURER

N . . ,
Nume HORIBA ABX SAS
Adresse Pare Huromédecine ‘
Address Kue du Caducée - BP7290
Adaress 34184 MONTPELLIER Cedex 4 « FRANCE

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE E'T
DECLARONS QUE LE PRODUIT

ESTABLISH UNDER QUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND
DECLARE THAT THE PRODUCT

Ciltég(}gi ¢ (:iu disposttif I{E IVI A T () LO GY C G N TROL
Device category
ABX DIFFTROL

For application on: ABX Pentra 60, ABX Pentra 60 C+, Pentra
BES60, Pentra MS60, Pentra MS CRP, ABX Pentra 80, ABX Pentra

Mot d prodhui XL 80, Pentra XLR, ABX Pentra 120, ABX Pentra 120 RETIC,
roduct name ABX Pentra DX120, ABX Pentra DF 120, Pentra DX Nexus,

Pentra DF Nexus, Yumizen HS00 OT, Yumizen HS00 CT,
Yumizen H1500, Yumizen H2500, Yumizen H550

vodeles | 2062203, 2062207, 2062208,
Model 1 2062011, 2062012, 2062013

R Pays d‘?x'xgxx}c USA
Country of origin

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

GR/TUEC — IVD Medical Devices

Directives Classification : General TVD (others) - Outside Annex H and not
Directives for self-testing
Conformity Assessment Procedurer Annex HI/ X
Normes .
Standards /A
Montpetlier, France
06 Juin 2017
June 064, 2017 (
Christian DUBUC
‘ ’ Divecteurs oo
" Sen eCtor

TEMP-4018 Rev. 12




Medical
HORIBA ABX SAS
Pare Euromédecine
Rue du Caducée - BP7290
34184 MONTPELLIER Cedex 4 ~ France

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{(No.de 200320)
Selon
Accarding (150 170501

N HORIBA ABX SAS |
Adresse Pare Buromédecine

N Rue du Caducde -~ BPT290
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 Ve, ABX
Micros 60, ADVIA 60, ABX Micros ES60, ABX Micros ESV60,
Seil Vet ABC Plus, ABX Micros CRP, ABX Micros CRP 200,
ABX Pentra 60, ABX Penira 60 C+, Pentra ES60, Pentra MS60,
Pentra MS CRP, ABX Pentra 80, ABX Pentra X1. 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 HS50

Modéles
Models

2032002

Pays d’origine
Country of origin

USA

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC ~ IVD Medical Devices
Classification ; General IVD (others) - Outside Annex H and not

Directives
Directives for self-testing
Conformity Assessment Procedure: Anne
' Normes N/A 2
Standards
Montpellier, France
06 Juin 2017 i}
June 06, 2017 /

ieetor
ehiior Director
TEMP-4018 Rev. f2

C hrislian BUBUC
N g
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