BE720U

W du Caducd
) SLLIER Cedex 4 - Franee

\4 NTP
Wl ho
Téln

Declaration de Conformité
Declaration of Conformity

(Node200060)
Selon

Accordiog eSO 1T

NOUS LE FABRICANT
THE MANUFACTURER

oom | HORIBA ABX SAS
Pare Eur mx.uiw ne

Rugdu Caducde ~ BP7290

RS MONTPELLIER Cedex 4 - FRANCE

Aglresse

Addrexs

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE BT
DECLARONS QUE LE PRODUIT

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

Catdgorie du dispoyitif

Crlegory :.{Cf)f’ngg HEMAT @L@@Y RE}A(QEN T
ABX DILUENT (20L) / ABX
DILUENT (10L)

Nom duproduit For upplication on ABX Pentra 60, ABX Pentra 60C- P
Product naing ES60; Pentrs MSG0, Pentra MS € {z' ABX Pentra

f’u*tm XL }5’)\ Pentra XLR, ABX Pemra (20, AR

: va DXY20, ABX Penwa DF120. Pena )\
Nexus, Yomizen H500 OT, Yumiven H300
( T \.’um*/w\ ;hS") Yumizen H2Z500, Yumizen H530

Moddes | 9901020 / 0901010

Pays d"origing
Country of vrigin
EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

France

QGITYEC ~ IVD Medical Devices

Directives Classification : General IVD (others) - Quiside Annex [ and
Direciives not for setf-testing
Conformity Assessment Procedure: Annex {11/ Non-Annex 1}

Normes
Stardards

Mantpellier, France
06 in 2017
Sume 6% 2017

i

. (‘hnsrmn BUBUC
- Die u,tam:

Senio e
R 72 g

Reason: MoldSien Signature
Location: Moldova



Rue du
34184 v i
Web waw horib

Te 33

ER Cedex 4 - France

Déclaration de

Conformité

Declaration of Conformity

g

NOUS LE FABRICAN
WETHE MANUFACTURER

{(Nede2005850)

n
According o RO TR

Nom

Nae
Add Pare buronwdecing
Adresse . R,
Iy ) R du Caduc BP7200
Address

3184 MONTPELLIER Codex 4 - FRANCL

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANT

DECLARONS QUE LE PRODUIT

ESTABLISH UNDER OUR ONLY RESPONSIBILITY THE FOLLOWING DECLARATION AND

DECLARE THAT THE PRODUCT

Catégorie du dispositif

ce calegory

De

HEMATOLOGY REAGENT

Nom du produit
Product name

WHITEDIFF (1L
For application on © Yamizen H300 OF. Yumiven H300 CT,
Yamizen H350

Muodéles
Models

1210906022

Pays d"origine
Country of origis

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Divectives
Dirgctives

- Qusside Aunex Hand
not for sclf-

Conformity Assessient Procedure; Annex 1T/ Non-Annex |

Normes
Standards

N/A

Montpelli
06 Juy
June f‘

{

P8 Ry

12

thst?an DUBUC




110

H()R;B\ ABX Sr\k
Pare BEuromé
Rue du
REE RSN
Welb

c‘ H (014 ¢

{ N ((;3.5

NOUS LE FABRICANT
WETHE MANUFACTURER

o HORIBA ABX SAS
Pare B \m,muiunw

R\m du > - 7290

4184 \f( ; t - TR

Aglresse

Addross

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

e HEMATOLOGY REAGENT
ABX CLEANER (1L)

‘or application on T A 3>\ Pentra 60, ABX Pu‘fm
¥ ), Pentra MS 60, Pentra MS CRP, ARX P
{ Pentra XL 80, Peniva XLR, ABX Pentra 120,
Nom du produit [ Retic, ABX Pentra DX 120, ABX Pentra DI

Product neane V"‘m& Pentra DF Nexus, Y en HA00 U1
CT, Yumizen HIS00, en H2500, Yumizo

'ABX CLEANER (0.5L)

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

Madéles
Ve 0903010, 0903011
Pays d’origine
Country of origin
EST CONFORME AUX DIRECTIVES BT NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

e, Peniea

0. ABX

tra 120

France

98/79EC - 1V D Medical Devices
Classification : General IVD {others) - Outside Annex | and

Divecti

Divectives not for self-esting . ;
. Conformity Assessinent Procedure: Annex 11 ¢ NowsAnnex 1

Normes

o N/A
Stanclards

tpellter, France
06 Juin 2017
Sune et 2017

f
Il
i
i
;

) Lhrmmn E}L 8‘{;{

MPAD) S Rev. 12




Medical

HORIBA ABX 5AS

Parce Euromédecine

Rue du Caducée — BPT200

34184 MONTPELLIER Coden 4 ~ France
Web @ www, hmnbd

TéL 33 (0) 4 67

Id

Déclaration de Conformité
Declaration of Conformity

{(Nede200228
Selon
According o 150 1HI30-]

NOUS LE FABRICANT
WE THE MANUFACTURER

Mo HORIBA ABX SAS

Pare Buromédoecine

Rue du Caducée ~ BP7290

34184 MONTPELLIER Ced « 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

Catcg%:j{ii;gg?f HEMATOLOGY REAGENT
ABX MINOCLAIR (0.5L)

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 ES64, Pentra MS60, 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, ADVIA 60, Pentra DX Nexus, Pentra DF Nexus, Yumizen
H500 OT, Yumizen H300 CT, Yumizen H1500, Yumizen H2500, Yumizen HS50
Modéles
Models @4@ E{}@%
Pays d’origine
Countyy of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

QR/TH/EC ~ VD Medical Devices
Classification : IVD Devices for self-testing Quiside Annex 1 and for self-testing {on
Micros Care ST only)

Conformity Assessment Procedure © Annex 11, section 6 'No;z Annex 1

Notified body name : SGS UK/ Natified body number 1 8120

ISG 148712012

EN 18113-2 :2011
EN18113-4:2011

EN 98B0 (2008

EN 136122002

EN 13485 :2012 /1809001 :2008
EN 13640 :2002

EM 1364112002

EN 13532 :2002

Directives
Directives

Normes
Standards

Montpellier, France ‘
06 fain 2017
June 06%, 2017 /

N - {fi‘iz’%ﬁf%aﬂ B‘UBK}C

‘*Dsrmtmm -

TEMP-4018 Rev. i 2




Declaration of Conformilt

[ MNosde 2003100

Déclaration de Conformité
V

Selon

Acvordivg o 150 VINAG

NOUS LE FABRICANT
WETHE MANUFACTURER

- v | H Q@E%MM. M%ﬁa: %m

ETABLISSONS SOUS NOTRE SEULE RESPONSABILITE LA DECLARATION SUIVANTE £
DECLARONS QUE LE PRODUIT

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

Cutgorie o st | HEMATOLOGY CONTROL
ABX DIFFTROL

application on: ABX Pentra 60, ADRNX Pontre

\ e rodui E560, Pentra MS6D, Pentra MS CRP, ABX Puntra 80

’ ‘!“ proquit X180, Pentra XLR, ABX Penira 120, ABX Pony
Lol nomne Pyw e s .

tred perm ABX Pentra DX120, ABX Pentra DY

Pentra DV Vtxu‘ Yumizen  HS00

Yumizen HIS00, Yumizen H2300. Yu

moaties |+ 2062203, 2062207, 2062208,
Yoder 12062011, 2062012, 2062013

Pays d'origine
Coungry of origin

B8]
>rod

Usa

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98.«”7915( - VD (\/i“(l((,(” D

c General |

for self- tcbf ng

Conformity Assessment Procedure: /
Normes .
NAA
. Standderds
Montpellier, France

2017

L2087

06 du
June U6

S

— éhnstmn D b BEJ C

Dnu,t(’h

TPA018 Rev. 12




		2023-06-16T15:18:26+0300
	Moldova
	MoldSign Signature




