Did

P & ?i | Ca | o

HORIBA ABX SAS

Pare Buromédecine

Rue du Caducée - BP7290

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

Tél 33 (0)4 6714 1516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40153b)
Selon
According 10 180 170501

No :
N HORIBA ABX SAS
Adresse Parc Buromédecine
o Rue du Caducée — BP7290
ddress

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra CREATININE 120 CP

For application on : ABX PENTRA 400, PENTRA (200, PENTRA
C400

Modéles
Models

A11A01933

Pays d’origine
Country of ovigin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Date: 2019.11.20 14:54:49 EET
Reason: MoldSign Signature
Location: Moldova

Directives 9877V EC ~ IVD Medical Devices
Da'rec(fve; Classification : Qutside Annex 11 and not for self-testing
i Conformity Assessment Procedure @ Annex 1
Normes .

Standards /A
Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

TEMP-4018 Rev.9

Directew
Senior Dlreczor




Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducdée ~ BP7290

34184 MONTPELLIER Cedex 4 - France

TéL :33{0Y4 67 14 1516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40152¢)
Sefon
According o 15O TS50

N HORIBA ABX SAS
Adresse Pare Buromédecing
e Rue du Caducée — BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra TOTAL PROTEIN 100 CP

For application on ; ABX PENTRA 400, PENTRA €200, PENTRA €400

Modéles
Madels

A11A01932

Pays d’origine
Couniry of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

9RITYEC - 1VD Medical Devices

Directives AT ) . o
L Classification : Qutside Annex 11 and not for self-testing
Directives s ) )
Conformity Assessment Procedure : Annex 1
Normes
. N/A
Standards

Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

Directeur

Senivr Director

TEMP-d018 Rev.9




Medlical

HORIBA ABX SAS

Pare Buromédecine

Rue du Caducée ~ BP7290

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

TEL 330467141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 400130

Selon
Aceording 1o 150 170501

wom | HORIBA ABX SAS
Adresse Pare Euromédecine

cresse Rue du Caducde - BPT290
Adddress

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra ALT CP
For application on : ABX PENTRA 400, PENTRA C200,
PENTRA €400

Modéles
Models

A11A01627

Pays d’origine
Country of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — IVD Medical Devices

Directives s . ) . e
o Classification : Outside Annex Il and not for self-testing
Direciives P i R
Conformity Assessment Procedure : Annex 11
Normes
. " N/A
Standards

Montpeltier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

Directeur

TEMP-4018 Rev.9

Senior Rirector




Medical

HORIBA ABX SAS

Pare Euromédecing

Rue du Caducée -~ BP7290

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

TéL (33 (0467 141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 4001 5¢)

Selon
According 10 150 17050-1

N . )
N HORIBA ABX SAS
Adresse Pare Bwromédecine
o Rue du Caducde —~ BPF7200
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra AST CP
For application on : ABX PENTRA 400, PENTRA C200,
PENTRA €460

Modéles
Models

A11A01629

Pays d'origine
Country of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

9R/79/EC ~ IVD Medical Devices

Divectives R ) . o
L Classification : Quiside Annex H and not for seif-testing
Directives P 5 )
Conformity Assessment Procedure : Annex 1H
Normes
. i N/A
Standareds

Montpellier, France
27 jenvier 2014
January 27th, 2014

Christian DUBUC

Directeur

S Senior Dirdetor

TEMP-4018 Rev.9 A .




Medical

HORIBA ABX SAS

Parc Buromédecine

Rue du Caducée - BP7290

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

TéL 133 (0467141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.de 40014¢)
Selon
According 1o 150 17050-1

Now
Name HORIBA ABX SAS
Adresse Parc Euromédecine
Rue du Caducée -~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra Amylase CP
For application on : ABX PENTRA 400, PENTRA €200,
PENTRA C400

Modéles
Models

Al11A01628

Pays d’origine
Couwntry of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Dircctives 98ITYEC ~ VD Medical Devices
Dz‘r")clive; Classification : Qutside Annex [ and not for self-testing
¢ N Conformity Assessment Procedure : Annex 1
Normes :
Standards N/A
Montpellier, France
27 jauvier 2014
January 27th, 2014
Christian DUBUC
Directeur
Senion Director
S

TEMP-4018 Rev.9




Medical

HORIBA ABX SAS

Pare Furomédecine

Rue du Caducde ~ BP7290

34184 MONTPELLIER Cedex 4 — France
Web o w riba.com

Téh 133 67141516

Déclaration de Conformité
Declaration of Conformity

(No.de 4001 8¢)

NOUS LE FABRICANT
WE THE MANUFACTURER

Sehon
According to 18O 170501

Ni e
wom | HORIBA ABX SAS
Adresse Pare Earomédecine
Rue du Caducée -~ BPT290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra CK NACCP

For application on @ ABX PENTRA 400, PENTRA €200,
PENTRA C400

Modéles
Models

A11A01632

Pays d’origine
Country of origin

CGermany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Dircctives 98/79/EC - IV D Medical Devices
Dfr:’clive; Classification : Outside Annex H and not for self-testing
- Conformity Assessment Procedure : Annex 311
Normes

Standards /A
Maontpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

TEMP-40118 Rev 8




dica!

HORIBA ABX SAS

Pare Buromédecine

Rue du Caducde ~ BP7290

34184 MONTPELLIER Cedes 4 - Frange
Web  www.horiba.com

Tel 33 (0Y467 141516

Déclaration de Conformité
Declaration of Conformity

{(No.de 400233

NOUS LE FABRICANT
WE THE MANUFACTURER

Selon
According to 150 170501

N ; :
v | HORIBA ABX SAS
Adresse Parc Furomédecine
P Rue du Cadeede — BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra BILIRUBIN
DIRECT CP

For application on : ABX PENTRA 400, PENTRA €200,
PENTRA C400

Moddles
Models

A11A01635

Pays d’origine
Country of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/TO/EC ~ VD Medical Devices

Directives L . . . S
Lo Classification : Outside Annex I and not for self-testing
Directives . . N
Conformity Assessment Procedure - Annex 1
Normes .
. N/A
Standards

Montpellier, France
27 janvier 2014
Janwary 27ih, 2014

Christian DUBUC

Directeyr
Senicr Pirector

TEMP-4018 Rev.9




Medical

HORIBA ABX SAS

Pare Euromédecine

Rue du Caducde ~ BP7290

34184 MONTPELLIER Cedex 4 ~ France

Tél 133 (Y467 1415 10

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.de 40025¢)
Sclon
Avcording 0 150 170501

N )
Nome HORIBA ABX SAS
Adresse Pare Buromédecine
Rue du Caducée -~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra IRON CP
For application on : ABX PENTRA 400, PENTRA C200,
PENTRA C400

Modéles
Models

A11A01637

Pays d'origine
Country of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/7HEC - 1V D Medical Devices

Directives P . . L
o Classification : Qutside Annex Il and not for self-testing
Directives L
Conformity Assessment Procedure : Annex {1
Normes N/A
Standards

Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

Directeur

TEMP-4018 Rev.9




Medical

HORIBA ABX SAS

Parc Euromédecing

Rue du Caducée ~ BP7290

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

Tél i 33(0Y4 67 1415 16

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40027¢)
Selon
Aceording to 18Q 17050+

N B
Niome HORIBA ABX SAS
Adresse Pare Euromédecine
PO Rue du Caducée ~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra BILIRUBIN
TOTAL CP

For application on : ABX PENTRA 400, PENTRA C200,
PENTRA €400

Modéles
Models

A11A01639

Pays d’origine
Country of arigin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — VD Medical Devices

Directives N ) . ,
o Classification : Outside Annex I and not for self-testing
Directives ) . .
Conformity Assessment Procedure : Annex {11
Normes .
. N/A
Standards

Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC




Medical

HORIBA ABX SAS

Pare Euromédecine

Rue dy Caducée — BP7290

34184 MONTPELLIER Cedex 4 - France
Qm

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.de 400290
Sefon
Avcording 1o 150 170501

N . . )
vonr | HORIBA ABX SAS
Adresse Parc Buromédecine
cresse Rue du Caducée ~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra UREA CP
For application on 1 ABX PENTRA 400, PENTRA €200,
PENTRA C400

Modéles
Models

A11A01641

Pays d’origine
Couniry of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Directives 98/7UEC - IVD Medical Devices
Direc ”,ye; Classification : Outside Annex 11 and not for self-testing
) Conformity Assessment Procedure ; Annex 111
Normes
Standardy NIA
Montpellier, France
27 janvier 2014
January 27th, 2014
Christian DUBUC
Directeur

Senior Ditector

TEMP-4018 Rev.9




M@dicai

HORIBA ABX 8AS8

Parc Buromédecine

Rue du Caducée ~ BP7290

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

TEL 33 (0)4 67 1415106

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.dc 40030¢)

Sedon
Avcording to 150 17050-1

N . )
N HORIBA ABX SAS
Adresse Pare BEuromédecine
o Rue du Caducde ~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra GLUCOSE PAP CP

For application on @ ABX PENTRA 400, PENTRA C200,
PENTRA C400

Modéles
Models

ATTIA01668

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 VO ) . .
o Classification : Qutside Annex 11 and not for self-testing
Directives ) . )
Conformity Assessment Procedure : Annex [
Normes
) N/A
Standards

Montpellicr, France
27 janvier 2014
Janwary 27th, 2014

Christian DUBUC

Directeury
\@\@ Senior Direcior

TEMP-A018 Rev 9 N e,




Medical

HORIBA ABX BAS

Pare Euromédecine

Rue du Caducde — BP7290

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

T 1 33(0y4 67 141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40019¢)
Selon
Aveording i 180 170301

No ; . ;
N HORIBA ABX SAS
Adresse Pare Euromédecine
¢ “’ Rue du Caducée ~ BP7290
Address

34184 MONTPELLIER Cedex 4 ~ FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra CK-MB RTU

For application on : ABX PENTRA 400, PENTRA €200,
PENTRA €400

Modéles
Models

A11A01643

Pays d’origine
Country of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

987U EC ~ VD Medical Devices

Directives . . A . o
o Classification : Outside Annex H and not for self-testing
Directives P
Conformity Assessment Procedure ex 1
Normes
N/A
Standards

Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

Directeur

TEMPA018 Rev.9




Medical

HORIBA ABX SAS

Parc Buromédecine

Rue du Caducée — BP7290

34184 MONTPELLIER Cedex 4 - France

Tel :33(0) 467141516

Déclaration de Conformité
Declaration of Conformity

{(No.de 40074¢)

NOUS LE FABRICANT
WE THE MANUFACTURER

Selon
Aceording o 150 17050-1

Moo HORIBA ABX SAS
Adresse Pare Buromdédecine
Py Rue du Caducée - BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra P CONTROL

For application on : ABX PENTRA 400, PENTRA C200,
PENTRA C400

Modéles
" Models A11A01654
Pays d’origine N
Country of'm't;g/'ﬂ Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Directives 9R7T9/EC ~ IVD Medical Devices
Directives Classification : Qutside Annex 1 and not for selfstesting
Cireenes Conformity Assesstient Procedure : Annex H1
Normes e
Standards N/A
Montpellier, France
27 janvier 2014
January 27th, 2014
Christian DUBUC

Directewr
Senior Di

TEMP-4018 Rev.9




Medical

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée -~ BP7290

34184 MONTPELLIER Cedex 4 ~ France

Tél 1 33(0y4 6714 15 16

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(MNao.de 400730)

Sclon
According w150 170501

N "
pom - HORIBA ABX SAS
Adresse Pare Euromédeeine
¢ Rue du Caducée ~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Notn du produit
Product name

ABX Pentra N CONTROL

For application on ; ABX PENTRA 400, PENTRA C200,
PENTRA (400

Modéles
Models

Al11A01653

Pays d"origine
Country of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC ~ IVD Medical Devices

Directives P ) . N
o Classification : Qutside Annex 11 and not for self-testing
Directives L N .
Conformity Assessment Procedure : Annex {11
Normes ,
N/A
Standards

Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

Directeus
Senior Director

TEMP-4018 Rev 9




Medical

HORIBA ABX SAS

Pare BEuromédecine

Rue du Caducée -~ BP7290

34184 MONTPELLIER Cedex 4 — France

TéL 133 (01467 14 1516

Déclaration de Conformit€
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40089¢)

Selon
Acearding 10 156 170801

N )
mom | HORIBA ABX SAS
Adresse Pare Buromédecine
. Rue du Caducée —~ BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra MULTICAL

For application on : ABX PENTRA 400, PENTRA (200,
PENTRA C400

Modéles
Models

A11A01652

Pays d’origine
Couniry of origin

Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Direetives 98/79/EC — IVD Medical Devices
Dz’reczive; Classification : Quiside Annex 1 and not for self-testing
) " Conformity Assessment Procedure : Annex 11
Normes ~
Standards NA
Montpellier, France
27 janvier 2014
Jenuary 27th, 2014
Christian DUBUC
Dirvecteur

TEMP-40]8 Rev.9




Medical

HORIBA ABX SAS

Parc Buromédecine

Rue du Caducée — BP7290

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

TéL 133 (0)4 67 141516

Déclaration de Conformite
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40096¢)
Selon
According (v 150 170501

Now ‘
vom | HORIBA ABX SAS
Adresse Parc Eoromédecing
o Rue du Caducée - BPTI90
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra DEPROTEINIZER CP
For application on : ABX PENTRA 400, PENTRA €200, PENTRA
400

Modeles
Models

A11A01754

Pays d’origine
Coumry of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

OR/ITY/EC ~ VD Medical Devices

Directives . e . N
Lo Classification ; Quiside Annex 11 and not for self-testing
Directives . . N
Conformity Assessment Procedure : Armex
Normes
- y NA
Standards

Montpellier, France
27 jenvier 2014
January 27th, 2014

TEMP-4018 Rev.9




Medical

HORIBA ABX SAS

Parce Euromédecine

Rue du Caducée - BP7290

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

TéL :33(0)467 141516

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 400951
Selon
Aecording 1o 1503 T1050-1

N !
aom | HORIBA ABX SAS
Adresse Parc Euromédecine
Rue du Caducée ~ BP7290
Adddress

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra CLEAN-CHEM CP
ABX Pentra CLEAN-CHEM 99
cp

For application on 1 ABX PENTRA 400, PENTRA €200,
PENTRA C400

Modéles
Models

A11A01755
A11A01789

Pays d’origine
Country of origin

France

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

. 9R/TWEC — 1VD Medical Devices
Directives et L Ny
Directives Classification : Outside Annex 11 apg
- Conformity Assessment Procedugts
Normes v
. N/ A
Standards NA
Meontpellier, France
27 janvier 2014
January 27th, 2014
Christian DUBUC
Directeur
Senibr Director
e

e

TEMP-4018 Rev.9 e




Rue du Caducée - BP7290

34184 MONTPRLLIER Cedex 4 - FRANCE
Web: www horiba com

Tel 334034 67 14 1516

Déclaration de Conformité
Declaration of Conformity

(Node40 Hitic)

NOUS LE FABRICANT

Selon

According ra 150 170501

WE THE MANUFACTURER !

N HORIBA ABX SAS

Name

Pare Buromédecine
Rue du Caducée - BP7290
Address 34184 MONTPELLIER Cedex 4 - FRANCE

Adresse

DECLARONS QUE LE PRODUIT

DECLARE THAT THE PRODUCT

Nom produit SAMPLE CHE}

Product Nowe  For application on: PENTRA 400 and MIRA

modetes AT1A01765, A11A01766,
Models ALY ADLT767, AT1AG1768

EST CONFORME AUX DIRECTIVES ET NORMES

CONFORMS TO DIRECTIVES AND STANDARDS

Directives . . .
= QY/TY/EC - IVD medical deviees
Directives

Normes
N/A

Stancards

Montpellier, France
02 Novembre 2009
November 02nd, 2009

Bertrand de CASTELNAU
Directeur Général
General Manager

CORP-FORM 0018 Rev.6y




Medical

HORIBA ABX SAS

Pare Euromédecine

Rue du Caducée - BP7290

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

TEL 33 (46714 1510

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

(No.de 40113d)

Selon
Aceording to 180 170501

Not -
N HORIBA ABX SAS
Adresse Parc Buromédecine
- Rue du Caducée ~ BPT290
Address

34184 MONTPELLIER Cedox 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Non du produit
Product name

ABX Pentra LDH CP
For application on ; ABX PENTRA 400, PENTRA C200,
PENTRA C400

Modeles ) ]
Models Al IAG 1 824
Pays d’origine .
Country of origin Germany

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

98/79/EC — 1VD Medical Devices

Directives R ) . o
o Classification : Quiside Annex H and not for self-testing
Directives o
Conformity Assessment Procedure : Annex 11
Normes .
\ N/A
Standards

Montpellier, France
27 janvier 2014
January 27th, 2014

Christian DUBUC

Directeur
Senigy Director

TEMP-4018 Rev.9




Medical

HORIBA ABX SAS

Parc Euromiédecine

Rue du Caducée — BP7290

34184 MONTPELLIER Cedex 4 ~ France

TeL 133 (0)4 67 1415 16

Déclaration de Conformité
Declaration of Conformity

NOUS LE FABRICANT
WE THE MANUFACTURER

{No.de 40115d)
Selon
Accarding 1o 180 170501

Noms HORIBA ABX SAS
Adresse Pare Buromédeting

S Rue du Caducée - BP7290
Address

34184 MONTPELLIER Cedex 4 - FRANCE

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nom du produit
Product name

ABX Pentra CALCIUM AS CP

For application on : ABX PENTRA 400, PENTRA C200,
PENTRA €400

Modéles
Models

A11A01954

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 e ; . N
oo Classification : Ouiside Annex I and not for self-testing
Directives e - " ?
Conformity Asscssment Procedure : Annes Hl
Normes ,
. N/A
Standards

Montpellier, France
27 janvier 2014
Jarnwary 27th, 2014

Christian DUBUC

Directeur
Senior Digector

TEMP-4018 Rev.9




Medical
HORIBA ABX SAS
Parc BEuromédecine
Rue du Caducde - BP7290
34184 MONTPELLIER Cedex 4 - FRANCE,
Web: wwwv hioriba.com
Tel: 33{0)4 67 141516

Déclaration de Conformité
Declaration of Conformity

(No.ded0137a) .
Selon

Aceording 10 15O 17050~1

NOUS LE FABRICANT

WE THE MANUFACTURER

" HHORIBA ABX SAS

Name

Pare Euromédecine
Rue du Caducée - BP7290
Address 34184 MONTPELLIER Cedex 4 - FRANCE

Adresse

DECLARONS QUE LE PRODUIT
DECLARE THAT THE PRODUCT

Nemproduit CUVETTE SEGM. RACK P400

Product Name gy application on: PENTRA 400

Modeles A11A01891

Models

EST CONFORME AUX DIRECTIVES ET NORMES
CONFORMS TO DIRECTIVES AND STANDARDS

Directives . .
o 98/79/EC - IVD miedical devices
Directives

Normes
. N/A
Standlards

Montpellier, France [,;/f

10 Juillet 2009 e
July 10th, 2009

{M
Berfrand de CAS'%‘@I
Directeur Général \
General Manager
CORP-FORM 0018 Revs
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HORIBA ABX SAS

Parc Furomédecine

Rue du Caducée - BP 7290

34184 Montpellier cedex 4 - France
Tel @ 33 {04 67 14 1616

Fax : +33 (04 67 14 1517

P

TO: Agency of Medicine and Medical Devices from Republic of Moldova,
Registering of Medical Device Department

Montpellier, the 20® of January 2016

Dear Sirs,

HORIBA ABX SAS undersigned, headquartered in France, Pare Euromédecine Street, Rue de Caducée,
B.P. 7290-34184 Montpellier, Cedex 4 France, registered at the Registre du Commerce et des Sociéiés de
Montpellier under no, 328 031 042, confirms that we have empowered ICS Diamedix Impex SRL to be the official
Authorized Representative for the registration of some products in the Republic of Moldova.

HORIBA ABX SAS is a European manufacturer of non-implantable in vitro diagnostics devices with ISO
9001, 14001, 13485, 18001 certifications. HORIBA ABX SAS distributes its products in over 110 countries on all
five continents, complying with the national and international conformity (standardisation): CE IVD, US FDA,
CMDCAS, ANVISA,...

According to the agreement signed between HORIBA ABX SAS and ICS Diamedix bmpex SRL,
HORIBA shall provide to the Authorized Representative, for the registration of the concerned medical devices,
technical documentation relevant to market surveillance investigation being undertaken by the Medicines and
Medical Devices Agency in the Republic of Moldova.

Regarding the registration of the products listed in Annex 1 hereto atlached, in ferms of meeting the
requirements of Annex 3 (technical files), to Order AMDM . A07PS-01Rg04-112 from 03.07.2014, points:

3. Information on design and manufacturing

4, General requirements on safety and performance
5. Risk-bepefit analysis and risk management

6. Verification and validation of produect

hereby, we HORIBA ABX SAS declare that all these requirements are subject to trade secret of the
mentioned product and HORIBA ABX SAS holds confidential intellectual property right license, know-how and
patent for the production of them,

Medical
HORIBA ABX SAS

Pare Euromédecine - Rue du Caducée

8P 7280 34184 Montpellier cedex 4 - France
w433 {0} 67 14 15 16

Fax+33 {0} 67 141763

A28 Naapellier 328031 042
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