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CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

D\ L G0

Dr. Ing. Roberto Cusolits

' /Digitally/signed by Ceaicovschi Tudor
Date: 2022.01.03 14:33:03 EET

| m mlg@%%%gre Data di 4 x

&ione TALCERT Data di Rinnovo Data di Scadenza |\

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007 -10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
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|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
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; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



AJIANTOR

PERFORMAMNCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. No. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
the Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T. Baker label and have the CE mark on the label
where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive 98/79/EC
and the conformity assessment procedure according to Annex lll.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are subject to
self registration.

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.
22 November 2011

Dr. J. Mittendorf
QA & RA Manager
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AJANTOR

PERFORMAMNCE MATERIALS

J.T.Baker product list for CE marked products

3863.1000 CyMet Micro CN free 1L micros
3440.0500PE CyMet Mindray CN Free 500 ml
3441.0500PE CyMet Mindray 500 ml
3480.5000PC CyMet SF Baso 5L
3481.5000PC CyMet SF Diff 1 5L
3482.0500PE CyMet SF Diff 2 500 ml
3775.1000 CyMet ST 1600/2000 1 liter
3759.1000 CyMet ST 1600/2000 CN free 1 liter
3759.5000 CyMet ST 1600/2000 CN free 5 liter
3788 CyMet STX/STL 1 liter
3919 CyMet STX/STL 5 liter
3484.1000PE CyMet NR IIT 1 liter
3486.1000PE CyMet NR III, CN Free 1 liter
3485.1000PE CyMet NR V 1 liter
3497.0500PE CyMet MH CN Free 500 ml
3489.1000PE CyMet MBA 1 liter
3487.1000PE CyMet MD(T) 1 liter
3488.0500PE CyMet MD(II) 500 ml
3077 LyzerGlobin™ 500 ml
3769 LyzerGlobin 6x15ml
3771 LyzerGlobin PCE 6x15ml
3770 LyzerGlobin 11 10 x 10 ml
3850 LyzetrGlobin CN free 6x15ml
Cleaners

3766.0500 DetectoTerge 500 ml
3763 DetectoTerge 5 liter
3766 DetectoTerge 1 liter
3900 ProClean™ 5 liter
3768.1000 ProClean 1L micros
3867.1000PE ProClean Extra 1L micros
3862.1000 ProClean Extra 1 liter
3862.5000 ProClean Extra 5 liter
3901 ProClean Plus 100 ml
3902.0100PE ProClean CD 100 ml
3432.5000 ProClean Abacus 5 liter
3946 Blanking Solution Hgb 20 liter
3947 Blanking Solution 1600/2000 20 liter
3917 Hypochlorite 0.5% 1liter
3917.5000 Hypochlorite 0.5% 5 liter
3936.1000 Hypochlorite 5% 1liter
3442.5000PE Rinse Mindray 5 liter
3915 Rinsing Solution Serono 9000 20 liter
3941.1000PE HypoChlorite NR 1 liter
3941.5000PC HypoChlorite NR 5 liter
3498.1000PE ProClean MX5 1 liter
Reagents for 5-part WBC diff. on STKS and MaxM.

3938 RBCLyse™ 1 liter
3938G.1000PE RBCLyse G 1 liter
3939 WBCStabilise™ 500 ml
3492.0090 RetiCount MH 6x15ml
3493.0500PE RetiClear MHG 500 ml
3493.1000PE RetiClear MHG 1 liter
3494.0200PE RetiCount G 200 ml
3774 Reticount™ 30 ml
3777 Reticount CD 15x3.5ml

Prod.no. [Product [Pack size
Reagents for diluting and lysing

3961 Diluid™ 100 Plus 20 liter
3954 Diluid 590 20 liter
3969 Diluid 610 20 liter
3430.9010 Diluid Abacus 10 liter
3430.9020 Diluid Abacus 20 liter
3996 Diluid AC 900 20 liter
3996.9010PC Diluid AC 900 10 liter
3476.9020PC Diluid APR 20 liter
3957 Diluid Azide free 20 liter
3958 Diluid Azide free 10 liter
3963.9010 Diluid ITI Diff 10 liter
3963 Diluid ITI Diff 20 liter
3974 Diluid I1I Diff Seaccontainer 20 liter
3459.9020 Diluid Erma 20 liter
3483.9020PC Diluid NR 20 liter
3439.9020PC Diluid Mindray 20 liter
3832.9020 Diluid Sheath 3200-4000 20 liter
3976 Diluid ST 1600/2000 20 liter
3496.9020PC Diluid M5 20 liter
3495.9010PC Sheath D 10 liter
3826 Sheath Fluid 3000/3500 20 liter
3826.5000 Sheath Fluid 3000/3500 5 liter
3827.5000PC LeucoLyse 5 liter
3998 CN-free Lyse Diff AC 900 5 liter
3744 CyMet™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN free 5 liter
3824 CyMet 3000 10 liter
3823.1000 CyMet 3200 CN free 1 liter
3825 CyMet 3500 CN free 5 liter
3839.5000PC CyMet 3500 5 liter
3975 CyMet 530+ CN free 10 liter
3971 CyMet 590 CN free 5 liter
3970 CyMet 610 CN free 10 liter
3977 CyMet 610 CN free 5 liter
3918.5000 CyMet 9000 CN free 5 liter
3431.1000 CyMet Abacus CN free 1 liter
3444.1000PE CyMet Abacus EO 1 liter
3445.1000PE CyMet Abacus Baso 1 liter
3477.0500PE CyMet APR CN free 500 ml
3478.1000PE CyMet APR EO 1 liter
3479.1000PE CyMet APR Baso II 1 liter
3755 CyMet Automated 5 liter
3757 CyMet Automated 500 ml
3780 CyMet Automated CN Free 1 liter
3460.0500 CyMet Erma 500 ml
3841.1000PE CyMet H12 CN Free 1 liter
3842.1000 EO Reagent Autocounter 1 liter
3853.1000 CyMet H20 1 liter
3968 CyMet 111 Diff 1 liter
3964 CyMet ITI Diff 5 liter
3972.1000 CyMet I Diff CN free 1 liter
3972.5000 CyMet I1I Diff CN free 5 liter
3740.0500 CyMet KX CN Free 500 ml
3852.1000 CyMet Micro 1 liter
3852.0500 CyMet Micro 500 ml
3857.1000 CyMet Micro CN free 1 liter
3857.0500 CyMet Micro CN free 500 ml
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AJIANTOR

PERFORMAMNCE MATERIALS

Hematology Controls 3684/3685/3686 |ADV-Diff Control L./N/H 3.5 ml
3721/3722/3723 |8 PMC Low/Normal/High 8 ml 3690/3691/3692 |ADV Retic 1/2/3 4.0 ml
3724/3725/3726 |8 PMC Low/Normal/High 2.5 ml 3828/3829/3830 |CD-Diff Control 3.0 ml
3633/3634/3635 |8 PMC Low/Normal/High ext 2.5 ml 3838 CD-Diff Control 2x I, N,H 6x 3.0 ml
3701/3702/3703 |8 PMC Low/Normal/High 4.5 ml 3687/3688 CD 4K Retic 1/2 3.0 ml
3922/3923/3924 |8 PMC L./N/H Swelab 4.5 ml 3892/3893/3894 |AC-Diff Control 2.5 ml
3746 8PMC1xIL,1xN,1xH 3 x2.5ml 3896/3897/3898 |K-Diff Control 2.5 ml
3747 8 PMC 4 x Normal 4x25ml 3696/3697 WBC reduced Plt Control L./H 3.0 ml
3748 8 PMC 4 x Normal 4x8ml 3698/3699 WBC reduced RBC Control 3.0 ml
3749 8 PMC 4 x Low 4 x2.5ml L/H
3751 8PMC 1xL,4x N, 1x H 6x25ml Laser controls for Coulter MaxM, GenS and STKS
3734/3735/3736  |3-Diff Control L/N/H 2.5 ml 3681/3682/3683 |5D Control Low /N /H | 5.0 ml
3630/3631/3632 |3-Diff Control L./N/H ext 2.5 ml Calibration Set for Cell Analysers.
3820/3821/3822 |3-Diff Control L./N/H 4.5 ml 3940 Cal Set 1 2x 2.5 ml
3752 3-Diff Control 4 x Low 4x25ml 3720 Platelet Control Ext. value 5x3ml
3753 3-Diff Control 4 x Norm 4x25ml Phosphate Buffered Saline.
3754 3-Diff Control 4 x High 4x2.5ml 3059 PBS, diluting fluid for 20 liter
3782/3783/3784 |[CA-Diff Control L/N/H 4.5 ml bloodgrouping
3607/3608/3609  |CA-Diff Control I./N/H 2.5 ml 3059.9010PC PBS, diluting fluid for 10 liter
3610/3611/3612  |DIA Diff 5 Control L/N/H 4.5 ml bloodgrouping
3731/3732/3733 |XE-Diff Control I.,/N/H 4.5 ml
3693/3694/3695 |SF-Diff Control L./ N/H 4.5 ml
3613/3614/3615 |BC Diff 5 Control I./N/H 4.5 ml
Number Product Content 3864.1000 Papanicolaou 2A OG6 1 liter
Stains and Dyes 3864.2500 Papanicolaou 2A OG6 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter 3865.1000 Papanicolaou 2B Orange 11 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter 3865.2500 Papanicolaou 2B Orange 11 2,5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter 3866.1000 Papanicolaou 3B EA 50 1 liter
3555.1000PE Papanicolaou Solution 2B 1 liter 3866.2500 Papanicolaou 3B EA 50 2,5 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter 3876.1000 Shorr 1 liter
3556.1000PE Papanicolaou Solution 3B 1 liter 3878.1000 Wright 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter Clearing agent
3556.9200PE Papanicolaou Solution 3B 200 liter 3905.2500PE UltraClear 2.5 liter
3800.1000PE Eosine-Y Alcoholic 1 liter 3905.5000PE UltraClear 5 liter
3800.2500PE Eosine-Y Alcoholic 2.5liter 3905.9010PE UltraClear 10 liter
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 3905.9200 UltraClear 200 liter
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter Mounting media
3871.1000 Eosine Solution 0.2% ready to | 1 liter 3921.0500 UltraKitt 500 ml
use 3921.0600 UltraKitt 6x 100
3871.2500 Eosine Solution 0.2% ready to | 2.5 liter ml
use Fixatives
3856.0100 Giemsa 0.1 liter 3933.1000 10% v/v Buffered 1 liter
3856.0500 Giemsa 0.5 liter Formaldehyde
3856.1000 Giemsa 1 liter 3933.5000PC 10% v/v Buffered 5 liter
3856.2500 Giemsa 2.5 liter Formaldehyde
3870.1000 Hematoxyline er (Mayer) 1 liter 3933.9010 (PE) | 10% v/v Buffered 10 liter
3870.2500 Hematoxyline er (Mayer) 2.5 liter — Formaldehyde <PE>
3873.1000 Hematoxyline (Harris, Gll 1) | 1 liter 39339020 (PE) | 10% v/v Buffered 20 liter
3873. ) s Formaldehyde (PE)
3873.2500 Hematoxy]jne (Harris, Gill H) 2.5 liter 3869.1200 Cervix Fixative 12 x 125
3879.1000 Leishman 1 liter ml
3855.0500 May Griinwald 0.5 liter 3880.1000 Bouin’s Fixative 1 liter
3855.1000 May Griinwald 1 liter 3058.9010 Immuno PBS 20x 10 liter
3855.2500 May Grinwald 2.5 liter concentrated
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global assurance

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.

Maidstone 50
5026 SK Tilburg
The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and
supporting hardware, including installation-, service- and maintenance activities for the
pharmaceutical and biotech industry.

has been assessed and approved by
National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015

Certificate Number: 16880
EAC Code: 34
§ Certified Since: March 22, 2012
Valid Until: March 19, 2024
Reissued: March 20, 2021

Cycle Issued: March 20, 2021

For and on behalf of NQA, USA

ACCREDITETD

e ISOIIEC 7021

MAMNAGEMEMT SYSTEMS
CERTIFICATION BODY



ELITech Clinical Systems e
Zone industrielle ;
61500 Sées - France

Tel: +33 (0)2 338121 00 Fax : +33 (0)2 22 28 77 51
www.elitechgroup.com

EMPOWI:R!NG VD

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dlSpOSltIfS médicaux de diagnostic /n vitro et au code de la santé publique.

Ces dlSpOSItIfS sont classés dans la catégorie « autre dispositif » puisqu'ils n'appartiennent ni a la liste A et liste B de
I'annexe II et ni a |a classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technlque et s'appuie sur la certification de notre systeme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages) , conform to the essential requirements of appendices I and III of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
IT nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023),

DECLARACION CE DE CONFORMIDAD

Nosotros, ElfTech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 pdginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo®, va que no pertenecen a fa lista A ni 3 Ia lista B de/
anexo I, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France .
Regulatory Affairs Manager Tél, :+33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00036

( t:lﬁux)’t\u f\

Société par actions simplifiée au capital de 1.688.392,33 € — SIREN : 318 365 228 — RCS ALENCON

DCCE - ECSSAS- V10 - Mai / May / Mayo 2021



TRIGLYCERIDES MONO SL NEW

TGML-0427/0425/0515/0700/0517/0707/0457

TRIGLYCERIDES SL

TGML-0250/0455

IREACTIFS - REAGENTS - REACTIVOS |REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites
ALBUMIN ALBU-0600/0700/0250/MB30 53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M480 53250
CREATININE PAP SL CRSL-0630/0250
DIRECT BILIRUBIN BIDI-M430 53233
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK GHSL-M450
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP GPSL-M630
GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497
LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230/M430 50123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN PROB-M830
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA URSL-MB30
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0427/0420/0500/0507/0250/0455
URIC ACID AUML-M830
URIC ACID ENVOY AUVD-0850 53583
URIC ACID MONO SL AUML-0487/0427/0420/0500/0507/0707/0250
URIC ACID SL AUSL-0250
URINE PROTEIN PRTU-M230 53481
Enzymes / Enzymes
ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850
ALT/GPT ALSL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE AMSL-M430
AMYLASE ENVOY AMSL-0850 52940
AMYLASE SL AMSL-0390/0400/0230
AST/GOT ASSL-M490
AST ENVOY ASVD-0850 52954
AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455
CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52994
CK-MB SL / CKMB CMSL-0410/0430/0230
CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230
GAMMA-GT GISL-M230
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850
LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230
LIPASE LPSL-0250
LIPASE ENVOY LPSL-0850 53108
LIPASE SL LPSL-0230
Electrolytes / Oligo-élements / Electrolytes / Trace-elements
CALCIUM ARSENAZO CALA-0500/0250/M430 45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230
MAGNESIUM ENVOY MAGX-0B50
MAGNESIUM XB MGXB-0250/0600/M430 46795
MAGNESIUM XYLIDYL MAGX-0230/0600
Lipides / Lipids
CHOLESTEROL CHSL-M630 53350
CHOLESTEROL ENVOY CHSL-0850
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LOL SL 2G LDLL-0230/0380/0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HOL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250/M330 53305
LOL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES TGML-M530
TRIGLYCERIDES ENVOY TGML-0850 53460
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REACTIFS - REAGENTS - REACTIVOS

[REFERENCES - REFERENCES - REFERENCIAS

Code GMDN

Contrdles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LOL 2G CALIBRATOR LOLL-0011/0041 4172
CHOLESTEROL Slandard 200 mg/dL CHOL-0055 4469
CK-MB CONTROL CKMB-0800 4469
ELICAL 2 CALI-0550 4786/
ELITROL | CONT-0060 47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | ISCT-0046 47860
ISE CONTROL Il ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Slandard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 358!
URIC ACID Slandard 6 mg/dL ACUR-0055 44704

Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M230 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41830
CRP [P CONTROL Il ICRP-0047
CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP 1IGA-0400 53760
19G IP [GG-0400 53787
IgM IP [uem-0400 53795
PALBUMIN IP |ImMAL-0400 53475
PALBUMIN IP CALIBRATOR SET |IMAL-0043 53477
PALBUMIN IP CONTROL | |IMAL-0046 53478
BALBUMIN |P CONTROL Il |IMAL-0047
OROSOMUCOID IP |loro-0400 53606
PREALBUMIN IP |iPAL-0400 53957
PROTEIN IP CALIBRATOR SET |iPRO-0043 53593
RF CALIBRATOR |IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0048 47869
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN IP' ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /

ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY ISBA-0850 50238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850
ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT 1S01-0250 58237
ISE DILUENT ENVOY ISDV-0850
ISE REFERENCE SOLUTION ISRS-0800 59238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

ACID SOLUTICN for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5805 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
WASH SOLUTION A SOLA-M163 59058
WASH SOLUTION B WASH SOLUTION B 59058

Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707

o
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CLINICAL SYSTEMS

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33 (0)2 33 81 21 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 1 «METABOLITES DIVERS », référencés dans la liste ci -jointe, sont
conformes aux exigences essentielles des annexes I et III de la Directive Europeenne 98/79/CE relative aux dispositifs
médicaux de diagnostic /n vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu’au 27 juillet 2017).

(Vair liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 1 “MISCELLANEOUS METABOLITES”, such as listed hereto, conform
to the essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro diagnostic
medical devices and to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid until
July 27", 2017).

(5ee attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos pertenecientes al grupo 1 "METABOLICOS VARIOS ", referenciados en la lista adjunta,
son conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos
médicos para diagndstico in vitro y el cédigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segtin las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 24 novembre 2014

Valérie GOURDON, Francoise DEBIAIS,
Responsable des Affaires Réglementaires  ¢{ |Tech Clinical Systems SAS Président
Regulatory Aftairs Manager Zone Industrielle President
Responsable de los Asuntos Reglementarios 61 500 SEES - France /P@
Tél. : +33{0)233 812100 - Fax: +J3(0)2°3287751/
. . Jer.T3LS 365228 CLM// [!
ELITech Clinical Systems SAS y &
Société par actions simplifiée au Capital de 1 219 592.14 € A:__Qﬁ%ﬂ)
SIRET 318 365 228 00036  APE 2059Z 1SO 9001 -NF EN ISO 13485

RC ALENCON 318 365 228

DCCE-G1 — V24 — Novembre / November / Noviembre 2014 172



ELI lechGroup

"' {1 I | C AL "1 YS ] E M

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33(0)2 33812100
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

GROUPE 1 - METABOLITES DIVERS

GROUP 1 - MISCELLANEOUS METABOLITES

GRUPO 1 — METABOLICOS VARIOS

DESIGNATION DU

NOM DU DOSSIER CE/

REACTIF/ REFERENCES/ Code GMDN/
REAGENT D‘ESIGNATION / | REFERENCIAS gg;LfENsﬁE/ GMDN Code/
DESIGNACION DE Codigo GMDN
REACTIVO ARCHIVO CE
ALBUMIN ALBU-0600/0700/0250 DOS-CE-ALBU 53597
BILIRUBIN TOTAL 4+1 BITO-G600/0250 53230
BITD-0600
BIDI-0600/0250 ROS-GE-RILL 411
BILIRUBIN DIRECT 4+1 BITD-0600 53232
CREATININE JAFFE CRCO0-0600/0700 DOS-CE-CRCO 53251
CREATININE PAP SL CRSL-0630/0250 DOS-CE-CRSL 53250
IRON TIBC FECA-0050 DOS-CE-TIBC 53904
GPSL-0495/0500/0700/ e
GLUCOSE PAP SL 0507/0707/0250/0455 DOS-CE-GPSL 53301
GLUCOSE PAP GLUP-0700 DOS-CE-GLUP 53301
GLUCOSE HK SL GHSL-0600/0250 DOS-CE-GHSL 53301
HEMOGLOBIN HEMO-0400/0500 DOS-CE-HEMO 32430
LACTATE LACT-0100 DOS-CE-LACT 53342
MICROPROTEIN PLUS PRTU-0600/0250 DOS-CE-PRTU 53481
PHOSPHORUS PHOS-0600/0230 DOS-CE-PHOS 30191
TOTAL PROTEIN PRTB-0600/0700/0250 DOS-CE-PRTB 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250 DOS-CE-PROB 53985
AUML-0420/0500/0700/ .
URIC ACID MONO SL 0427/0507/0707/0250 DOS-CE-AUML 53583
URIC ACID SL AUSL-0400/0600/0250 DOS-CE-AUSL 53583
URIC ACID ACUR-0200/0400/0600 DOS-CE-ACUR 53583
URSL-0400/0420/0500 )
UREA UV SL 0407/0427/0507/0250/0455 DOS-CE-URSL 53587
UREA UV URUV-0400 DOS-CE-URUV 53587
ELITech Clinical Systems 35 v.&.
Zone lndU:u u.w-
EES - France L.
(1« +33(0)2 w6 ﬁ\mq ran: 423002 33 28EL4Tech Clinical Systems SAS
el 14330 ) SIRET 318 365 228 00036 Société par actions simplifiée au Capital de 1 219 592.14 € P rﬁMED

SIRET 318 365 228 00036
RC ALENCON 318 365 228
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ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel :+33 (0)2 33 8121 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 2 « ENZYMES », référencés dans la liste ci-jointe, sont conformes
aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs médicaux de
diagnostic in vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s'appuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu‘au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 2, “ENZYMES”, such as listed hereto, conform to the essential
requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro diagnostic medical devices and
to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid until
July 27", 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra dnica
responsabilidad que los reactivos pertenecientes al grupo 2 : "ENZIMAS". referenciados en la lista adjunta, son
conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos
médicos para diagndstico in vitro y el cdigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segun las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 24 Novembre 2014

Valérie GOURDON, Francoise DEBIAIS,
Responsable de; Affaires Réglementaires ELiTech Clinical Systeﬁﬁﬁ\s /ﬁ:esn' nt
Regulatory Affairs Manager . _—" \President
Responsable de los Asuntos Reglementarios 61500 SEES - Fxa ﬂtn/ Presidente -
& l : Tél, : +33(0)2 33 81 21 90~Tax : +33{0)233 28775
° SIRETZ18 365 228 00036
ELITech Clinical Systems SAS &
Société par actions simplifiée au Capital de 1 219 592.14 € el ME[)
SIRET 318 365228 00036  APE 20597 1SO 9001 -NF EN ISO 13485

RC ALENCON 318 365 228
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Zone Industrielle
61500 Sées ° France

Tel :+33
Fax: +33

(0)2 33 812100
(0)2 33 28 77 51

www.elitechgroup.com

GROUPE 2 - ENZYMES
GROUP 2 — ENZYMES
GRUPO 2 — ENZIMAS

DESIGNATION DU
REACTIF/ REFERENCES/ ggl\gllzg ll\T)}?I\?IISEI/ER CE/ Code GMDN/
REAGENT D‘ESIGNATION/ REFERENCIAS NOMBRE DEL GMDN Code/
DESIGNACION DE ARCHIVO CE Codigo GMDN
REACTIVO
ALP (DEA) SL PASL-0400/0420/0500/0230 | DOS-CE-PASL 52928
ALSL-
ALT/GPT 4+1 SL 0410/0430/0510/0250/0455 DOS-CE-ALSL 4+1 52923
ALT /GPT ALAT-0200/0400 DOS-CE-ALAT 52923
AMYLASE SL AMSL-0390/0395/0400/0230 | DOS-CE-AMSL 52940
ASSL-
AST/GOT 4+1 SL 0410/0430/0510/0250/0455 DC-CE-ASSL 4+1 52954
AST/GOT ASAT-0200/0400 DOS-CE-ASAT 52954
CHOLINESTERASE CHES-0053 DOS-CE-CHES 51971
CK NAC SL CKSL-0410/0430/0230 DOS-CE-CKSL 53003
CK-MB SL CMSL-0410/0430/0230 DOS-CE-CMSL 52994
CK NAC CKNA-0030/0200 DOS-CE-CKNA 53003
CK-MB CKMB-0030 DOS-CE-CKMB 52994
GAMMA-GT SL PLUS GISL-0400/0420/0500/0250 DOS-CE-GISL 53027
LDH-L SL LLSL-0400/0420/0230 DOS-CE-LLSL 53072
LDH-P LDHP-0030 DOS-CE-LDHP 53072
V&
= . e
ELITech Clinical Systems SA@»
Zone Industrielle
_" 51500 SEFS £ Fl’ar‘,ce
lel. 1 +33{0)2 33 81 21 00 - Fax : +33( 3
SR T330s ;;S (xoo;o'(O)z 33287751
ELITech Clinical Systems SAS | &
Société par actions simplifiée au Capital de 1 219 592.14 € il MED

SIRET 318 365 228 00036
RC ALENCON 318 365 228
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ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33 (0)2 33 81 21 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencés dans la liste ci-
jointe, sont conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diagnostic /n vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systeme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu'au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 3 “ELECTROLYTES/TRACE-ELEMENTS” such as listed hereto,
conform to the essential requirements of appendices I and III of European Directive 98/79/FC, relating to in vitro
diagnostic medical devices and to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid until
July 27, 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra tnica
responsabilidad que los reactivos pertenecientes al grupo 3 "ELECTROLITOS/OLIGO-ELEMENTOS ", referenciados en Ia
lista adjunta, son conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre
dispositivos médicos para diagndstico in vitro y el cddigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segun las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 24 Novembre 2014

ELITech Clinical Systems SAS
Valérie GOURDON, Zoneindustiigle %ise DEBIAIS,
Responsable des Affaires Réglementaires 61500 SEES - France—"" résident
Regulatory Affairs Manager Tél. : +33(0)2 33 81 21 00 -Fa%~ +33(0)2 33 28 77 51 President

SIRET 3%8 365 228 00036

Responsable de los Asuntos Reglementarios

ELITech Clinical Systems SAS «
Société par actions simplifiée au Capital de 1 219 592.14 € el ME[)
SIRET 318 365 228 00036 APE 20592 ISO 9001 -NF EN ISO 13485

RC ALENCON 318 365 228
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ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33 (0)2 33 8121 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 — ELECTROLITOS / OLIGO-ELEMENTOS

DESIGNATION DU

NOM DU DOSSIER CE/

REACTIF/ REFERENCES/ Code GMDN/
REAGENT D‘ESIGNATION / REFERENCIAS ﬁg;{‘IBLREEN];&};ViE/ GMDN Code/
DESIGNACION DE ARCHIVO CE Codigo GMDN
REACTIVO
CALCIUM ARSENAZO CALA-0600/0250 DOS-CE-CALA 45789
CHLORIDE CHLO-0600/0250 DOS-CE-CHLO 60037
IRON CHROMAZUROL FECA-0600 DOS-CE-FECA 54758
IRON FERROZINE FEFR-0600/0250 DOS-CE-FEFR 54758
MAGNESIUM CALMAGITE MAGN-0600/0125 DOS-CE-MAGN 46795
Ve 6~
-/
ELiTech Clinical Systems SAS
Zone Industrielle
61500 SEES - France
Tél. : +33(0)2 33 81 21 00 - Fax : +33(0)2 33 28 77 51
SIRET 318 365 228 00036
ELITech Clinical Systems SAS y &
Société par actions simplifiée au Capital de 1219 592.14€ MED

SIRET 318 365 228 00036 APE 20597
RC ALENCON 318 365 228

ISO 9001 -NF EN ISO 13485
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ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33(0)2 33812100
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 4 «LIPIDES », référencés dans la liste ci-jointe, sont conformes
aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux dispositifs médicaux de
diagnostic in vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu‘au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 4 "LIPIDS’, such as listed hereto, conform to the essential
requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro diagnostic medical devices and
to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid unti
July 27", 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra tnica
responsabilidad que los reactivos pertenecientes al grupo 4 "LIPIDOS ", referenciados en la lista adjunta, son conformes
con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para
diagndstico in vitro y el cédigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y esta respaldado por la certificacion de
nuestro sistema de calidad segtin las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 15 septembre 2014

AS FPancoise DEBIAIS,

resident

f'esident
751 presidente .

Valérie GOURDON, ELITech Clinical Systemn

Responsable des Affaires Réglementaires Saue Industrielle
Regulatory Affairs Manager , SES S T
Responsable de los Asuntos Reglementarios™ : +33(0)2 33 81 2100 - Fax: +33(0)2

SIRET 318 365 228 0003,
\@\_/ng\ &,\__ >

——
ELITech Clinical Systems SAS v
Société par actions simplifiée au Capital de 1 219 592.14 € ) MED
SIRET 318 365 228 00036 APE 20592 1SO 9001 -NF EN ISO 13485

RC ALENCON 318 365 228
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ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33 (0)2 3381 21 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

ELITechGroup

GROUPE 4 — LIPIDES
GROUP 4 — LIPIDS
GRUPO 4 — LIPIDOS

DESIGNATION DU
REACTIF/ REFERENCES/ it EfﬁillER CE/ | Code GMDN/
REAGENT DESIGNATION/ | REFERENCIAS i e GMDN Code/
DESIGNACION DE e Codigo GMDN
REACTIVO

CHSL-0495,0500,0700/ o
CHOLESTEROL SL 07 D70 (0950 [04ED DOS-CE-CHSL 533509
CHOLESTEROL CHOL-0220/0420/0720 DOS-CE-CHOL 533509
HDL CHOLESTEROL HDLC-0060 DOS-CE-HDLC 53391
CHOLESTEROL HDL SL 2G| HDLL-0230,0380,0390 DOS-CE-HDLL 53391
CHOLESTEROL LDL SL 2G | LDLL-0230/0380/0390 DOS-CE-LDLL 53395
TRIGLYCERIDES MONO SL | TGML-425,0495/0515/ -
NEW 0700/0427/0517 /0707 DUB-GE-TGNEN 53460
TRIGLYCERIDES SL TGML-0250/0455 DOS-CE-TGMLN 53460
TRIGLYCERIDES TRIG-0200/0400 DOS-CE-TRIG 53460

vf@zpo

ELITech Clinical Systems SAS
Zone Industrielle

B 61500 SEES - France

Tél. : +33(0)2 33 81 21 00- Fax : +33(0)23328 7751

SIRET 318 365 228 00036

ELITech Clinical Systems SAS

Société par actions simplifiée au Capital de 1 219 592.14 €

SIRET 318 365 228 00036

APE 20597

RC ALENCON 318 365 228
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ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel : +33 (0)2 3381 2100
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 5 «CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
liste ci-jointe, sont conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE
relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et sappuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu’au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ElITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 5, "CONTROLS/ CALIBRATORS/ STANDARDS", such as listed hereto,
conform to the essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro
diagnostic medical devices and to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid unti/
July 274, 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra dnica
responsabilidad que los reactivos pertenecientes al grupo 5 “CONTROLES/ CALIBRADORES/ ESTANDARES”,
referenciados en la lista adjunta, son conformes con los requisitos esenciales de los anexos I y III de la Directiva
Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segun las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 15 septembre 2014 )
ELITech Clinical Systems SAS

Valérie GOURDON, Zone Industrielle ncoise DEBIAIS,
: . : 61500 SEES - France i

Responsable des Affaires Reglementaires ++33(0)2.33 8121.00 - Fax: 133101 33 90 siglent

Regulatory Affairs Manager X :+33(0)233 287751 PreSident

. SIRET 318 265 228 00034 &
Responsable de los Asuntos Reglementarios e resident:

il

P

ELITech Clinical System%
Société par actions simplifiée au Capital de 1219 592.14 £ ~ MED
SIRET 318 365 228 00036 APE 20597 1SO 9001 -NF EN ISO 13485
RC ALENCON 318 365 228
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ELITechGroup

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel :+33 (0)2 33 81 21 00
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

GROUPE 5 — CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRATORS/STANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

NOM DU DOSSIER
DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN

ARCHIVO CE
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT 44693
ELICAL 2 CALI-0550 DOS-CE-CALI2 47868
ELITROL I CONT-0060 DOS-CE-ELIT I 47869
ELITROL II CONT-0160 DOS-CE-ELIT II 47869
ISE CONTROL I ISCT-0046 47869

DOS-CE-ISCT
ISE CONTROL II ISCT-0047 47869
CHOLESTEROL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
CHOLESTEROL Standard 200 mg/dL | CHOL-0055 DOS-CE-CHOL200 44698
CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2 44700
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818
MICROPROTEIN PLUS
Stamdard 100 mg/dL PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUV50 53588
URIC ACID Standard 6 mg/dL ACUR-0055 DOS-CE-ACUR6 44704

VASE

Z/Lb

ELITech Clinical Systems SAS

Zone Industrielle

crre

$1500 SEES - France
Tél. : +33(0)233 81 2100 - Fax: +33{0)233 287751
SIRET 318 365 228 00036

ELITech Clinical Systems SAS
Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 20597
RC ALENCON 318 365 228

g

ISO 9001 -NF EN ISO 13485
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. ELITechGroup

CLINICAL SYSTEMS

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées * France

Tel :+33 (0)2 33812100
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 10 «PROTEINES SPECIFIQUES », référencés dans la liste ci-jointe,
sont conformes aux exigences essentielles des annexes I et III de la Directive Européenne 98/79/CE relative aux
dispositifs médicaux de diagnostic /n vitro et au code de la santé publique.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012. (Certification
valable jusqu'au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 10, "SPECIFIC PROTEINS”, such as listed hereto, conform to the
essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro diagnostic medical
devices and to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid until
July 274, 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica
responsabilidad que los reactivos pertenecientes al grupo 10 : " PROTEINAS ESPECIFICAS” referenciados en la lista
adjunta, son conformes con los requisitos esenciales de los anexos I y III de la Directiva Europea 98/79/CE sobre
dispositivos médicos para diagndstico in vitro y el codigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segun las normas ISO 9001 : 2008 y EN NF ISO 13485 : 2012 (Certificacion valida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 24 novembre 2014

7 - . - ~ - /
Valérie GOURDON, ELITech Clinical Systems SAS Frangoisé DEBIAIS,
Responsable des Affaires Réglementaires Zone Industrielle i Présjdent
Regulatory Affairs Manager 61500 SEES - France ~_~ President ==
Responsable de los Asuntos Reglementarios +33(0)2 33 812100 - Fax : +33(0)233 28 77 51 ,resiﬁﬁte/
SIRET 318 365 228 00034
ELITech Clinical Systems SAS 7
Société par actions simplifiée au Capital de 1 219 592.14 € il JﬁbED
SIRET 318 365 228 00036  APE 20597 150/9001 -NE EN ISO 13485

RC ALENCON 318 365 228
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) ELI lechGroup

CLINICAL SYST

ELITech Clinical Systems SAS
Zone Industrielle

61500 Sées ° France

Tel :+33 (0)2 33812100
Fax : +33 (0)2 33 28 77 51
www.elitechgroup.com

n

GROUPE 10 — PROTEINES SPECIFIQUES
GROUP 10 — SPECIFIC PROTEINS

GRUPO 10 - PROTEINAS ESPECIFICAS

DESIGNATION DU REACTIF/ REFERENCES/ NOM DU DOSSIER CE/ Code GMDN/

REAGENT D}ESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/

DESIGNACION DE REACTIVO NOMBRE DEL ARCHIVO CE Codigo GMDN

CRP IP ICRP-0400 DOS-CE-CRP IP 53705

CRP IP CALIBRATOR H ICRP-0042 cB.C 41838
DOS-CE-CRPCAL

CRP IP CALIBRATOR SET ICRP-0043 41838

CRP IP CONTROL I ICRP-0046 DOS-CE-CRPCO 41839

-CE-C N

CRP IP CONTROL II ICRP-0047 41839

APO Al IP IAPA-0400 DOS-CE-APA 53443

APO B IP IAPB-0400 DOS-CE-APB 53447

APO A1/B IP CALIBRATOR H IAPO-0042 DOS-CE-APOCalH 41809/41813

APO A1/B IP CONTROL IAPO-0048 DOS-CE-APOCon 41808/41812

TRANSFERRIN IP ITRF-0400 DOS-CE TRF 30253

PROTEIN IP CALIBRATOR SET IPRO-0043 DOS-CE PROCAL 53593

PROTEIN IP CONTROL IPRO-0045/0048 DOS-CE PROCON 30506

WALBUMIN IP IMAL-0400 DOS-CE-MAL 53475

MALBUMIN IP CALIBRATOR H IMAL-0042 s 53477
DOS-CE-MALCal

WALBUMIN IP CALIBRATOR SET IMAL-0043 53477

pALBUMIN IP CONTROL I IMAL-0046 & 53478
DOS-CE-MALCon

WALBUMIN IP CONTROL II IMAL-0047 53478

IgA IP IIGA-0400 DOS-CE-IIGA 53760

IgG IP 11GG-0400 DOS-CE-IIGG 53787

IgM IP 1IGM-0400 DOS-CE-1IGM 53795

HAPTOGLOBIN IP IHAP-0400 DOS-CE-IHAP 53737

OROSOMUCOID IP IORO-0400 DOS-CE-IORO 53606

PREALBUMIN IP IPAL-0400 DOS-CE-IPAL 53957

HbAlc HBAC-0240 30168

HbAlc CALIBRATOR SET HBAC-0043 DOS-CE-HBAC 53315

HbAlc CONTROL L+ H HBAC-0049 44435

HbAlc CONTROL 80 HBAC-0050 DOS-CE-HBACS80 44435

rems SAS V- G :
£LITech Clinical 5\/5‘ /(?)
Zone (st
SEE S- nm .. A
o 0201 g L3202 3BT &ch Clinical Systems SAS &
7él.: +33(0)2 - 5%;1 315265 228 0°88Eiété par actions simplifiée au Capital de 1 219 592.14 € et MED

SIRET 318 365 228 00036

APE 20597
RC ALENCON 318 365 228

ISO 9001 -NF EN ISO 13485
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DIA. | Dia.Pro
PRO | Diagnostic

" Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT Chlamydia Trachomatis IgG
CODE: CTG.CE (96 tests)
CLASSIFICATION ANNEX I - LIST B

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV —
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o UNIENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2009

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - ltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « htlp:/iwww.diapro.it = E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HDV Ab

CODE: DAB.CE (96 tésts)

CLASSIFICATION ANNEXII - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE ENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION

SIGNATURE DIA. PRO.

Legal Representative DIAGNOSTIC_BIOPRPBES srl

Dr.ssa Fiorenza Scozzesi

e
/ 4’2{&“{-\{:9‘.( —

/ ,/ y

L]

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Mi) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 26007726 + hitp:/www.diapro.it « E-mail: info@diapro. it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HSV1&2 IgG
CODE: HSVG.CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODUCT MEETS
THE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ISO CERTIFICATE(S) UNI CEI EN ISO 9001-Nr 50 100 5931/A

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia S.r.1.

PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUE
SIGNATURE
Legal Representative DIA. PRO.
Dr.ssa Fiorenza Scozzesi DIAGNOSTIC isﬁ)f{‘f‘/“?}:’ srl i
| BF r' ’(‘,‘/’“ 44~ il
/f

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « http:/www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959



o ¥ MINISTERIO \gencia espafiola de
Q DE SANIDAD, CONSUMO I I l medicamentos y
Y BIENESTAR SOCIAL . productos sanitarios '
. = CERTIFICACION
N°  39/C-SGO055

A}

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485:2018
(EN ISO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad - Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa / to the company

Dia.Pro Diagnostic Bioprobes S.r.l.

Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseio, desarrollo y produccidon de reactivos y productos reactivos, calibradores y materiales de
control para inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia
molecular.

Diseiio, desarrollo, produccion y servicio técnico de instrumentos y software para diagnéstico in
vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials
for immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software
for “in vitro” diagnostic.

Modificaciones de alcance: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 8-03-2019 Hasta/To: 17-12-2021

Certificacion inicial/ /nitial certification date: 27-11-2013

Renovacion / Renewal of certification date: 8-03-2019

Mad[id, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios
Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

Localizador: LPDTJL52DF

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89



ENAC

CERTIFICACION
N°  39/C-SGO055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del &mbito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnolégico para incluir:
Inmunoquimica y microbiologia
Instrumentos y software para diagndstico “in vitro”.

Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

MadNrid, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia e

¢ Spanol
’ medlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LPDTJL52DF
Fecha de la firma: 08/03/2019
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
A 28022 MADRID
on0318@aemps.es CERTIFICACION 13485 Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

Fax: (+34) 91.822.52.89



Ministero della Salute 3‘5@; T
4 :‘\li;liﬂll‘l'l‘i(i‘l'"}l‘:[‘ul‘;d]'!linMARCA DA BULLU

DGFD" @ e e delle Finanze E"d’ 62
0043588-P-26/10/2011 B A IITORICS?
) ﬁﬂﬂ11]d9 cDDDGﬂBEB HOBATNO1
0p468407. 29/06/2011 0B:42:26
T0ENTIFICATI 5

96082648

DIPARTIMENTO DELLA PROGRAMMAZIONE E DELL'ORDINAMENTO DEL SERVIZIO
SANITARIO NAZIONALE
DIREZIONE GENERALE DEI DISPOSITIVI MEDICI, DEL SERVIZIO FARMACEUTICO
E DELLA SICUREZZA DELLE CURE
UFFICIO IV ex DGFDM — DIAGNOSTICI IN VITRO

1.5.1.e.2/1V/2011/37

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;

VISTO il D.Igs. n .332/2000 recante attuazione della direttiva 98/79/CE;

VISTA Distanza del 29/09/2011 presentata dalla ditta Dia.Pro Diagnostic Bioprobes Srl
con sede in Via G.Carducci, 27 — 20099 Sesto San Giovanni (MI) — C.F./P.lva
11924660159,

CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 24 Maggio
2004;

VISTI gli atti d’ufficio;

HAVING REGARD t0 98/79/EC directive concerning the in vitro diagnostic medical-
devices,

HAVING REGARD (0 legislative Decree (D.lgs.)n. 332/2000 reporiing the accomplishment
of 98/79/EC Directive;

HAVING REGARD to the request dated 29/09/2011 submiited by the company Dia.Pro
Diagnostic Bioprobes Stl con with legal site in Via Columella, 31 — 20128 Milano — C.F.
and P.Iva 11924660159,

WHEREAS this company paid the fees required by Ministerial Decree (D.M.) May 24, 2004:
HAVING REGARD to the official deeds:

SI ATTESTA
IT IS ATTESTED

che la ditta, Dia.Pro Diagnostic Bioprobes Srl con sede in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M1) — C.F./P.Iva 11924660159, ha prodotto ¢ marcato CE, come
dispositivo medico- diagnostico in vitro, secondo le procedure previste dalla direttiva
98/79/CL, il prodotio:

that the Company Dia.Pro Diagnostic Bioprobes Srl located in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M) — C.F./P.Iva 11924660159, manufactured and affived CE marking
as in vitro diagnostic medical device, according to the Directive 98/79/EC, the following
product.

DP-9 DIA.BLOOD INSTRUMENT

11 suddetto prodotto, in base all’art. 4 della direttiva 98/79/CE, ¢ di libera circolazione ¢
pud essere messo in commercio in Italia e in tutto il territorio dell’Unione Europea.



Sirilascia il presente attestato su richiesta dell’interessato per gli usi consentiti dalla legge e
per ’esportazione nei paesi extra UE.

The above mentioned product, according to the art. 4 of 98/79/EC directive, can freely
circulate and can be commercialized in lialy and in the whole of the European Union.
This certificate is issued on the interested company's requesi according to the lavw and (o
export to non-European countries

/AL DIRETTORE DELL’UFFICIO IV
[+ (Ddjt.ssa Giovanna Nisfico)
i\ Ova il }Iqﬂ/)‘]{( (,A)

IC/CM



TOKYO:

Since 1908

(@=e) ERMA INC.

2.31-6 Yushima, Bunkyo-ku, Tokyo 113-0034;Japan
Phone:81-3-3818-6281 Fax:81-3-3813-7301
E-mail address:trade@erma.co.jp

Declaration of Conformity

,,,,,,, Mo
Full Automatic Blood Cell Counter PCE-210N 01-210-0
Full Automatic Blood Cell Counter PCE-210 01-210-2
PARTICLE COUNTER PCE-210N 01-210-3
PARTICLE COUNTER PCE-210 01-210-4
HEMATOLOGY ANALYZER PCE-210N 01-210-5
HEMATOLOGY ANALYZER PCE-210 01-210-6
Fully Automatic Blood Cell Counter PCE-210 01-210-7

MANUFACTURE

b o

Yutaka Namiki

Technical Manager, International Div.

Emergo Europe

Molenstraat 15
2513 BH, The Hague
The Netherlands

ephor i
+31-70-345-8570 Phone
+31-70-346-7229 Fax

service@emergogroup.com

Al

Council Directive

TR

B ;Statnﬂéﬁsdﬁéﬁa plied A

Optional

ERMA INC. declares that the above mentioned products meet the provision of the Council Directive 98/79/EC

for In Vitro Diagnostic Medical Devices.

COMPANY REPRESENTATIVE: Hiroshi Shimosaka
TITLE: President
DATE: 08/24/2007

SIGNATURE: Oﬁ 5%%&#@———- ‘




= EMERGOEUROPE

J Quality Assurance & Regulé\'to'ry Affairs

(€ Registration Certificate

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device
Directive 98/79/EC, Emergo Europe agrees to perform all duties and
responsibilities as the Authorized Representative for

ERMA Inc.
2-31-6 Yushima, Bunkyo-ku
Tokyo, 113-0034
Japan

as stipulated and demanded by the aforementioned Directive. The Dutch
Competent Authorities have received the In Vitro Diagnostic Medical Device
Registrations on the following dates:

21 September 2007
See attached product listing

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emergo Europe with the appropriate
Declaration(s) of Conformity confirming that the In Vitro Diagnostic Medical
Devices fulfill the applicable requirements of Directive 98/79/EC.

25 September 2007

o

Rene van de Zande
President & CEO
Emergo Europe

Emergo Europe: Molenstraat 15, 2513 BH, The Hague, The Netherlands 5
Telephone: +31.70.345.8570 > Fax: +31.70.346.7299 > Online: EmergoEurope.com S 0et0
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Annex A to the Emergo Europe CE Registration Certificate

dated 25 September 2007

IVD Medical Device EDMS Code

Class Per IVDD Registration Date
97/79/EC

PCE-210 23 01 10 01 Other (Self-Certify) | 21 September 2007

PCE-210N 230110 01 Other (Self-Certify) | 21 September 2007




EMPOWERING IVD

C € EU Declaration of Conformity | «®ELiTechGroup

ELITechGroup B.V.
Van Rensselaerweg 4
6956 AV Spankeren
The Netherlands

declares under sole responsibility that the product indicated below (including all accessories) and to
which this declaration relates, conforms to the provisions of:

e Regulation 2017/746 of the European Parliament and of the Council of 5 April 2017 on In vitro
diagnostics medical devices (“IVD Regulation”)

e Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment
(“RoHS2 Directive”), including Commission Delegated Directive (EU) 2015/863 of 31 March 2015
amending Annex |l to Directive 2011/65/EU of the European Parliament and of the Council as
regards the list of restricted substances (*“RoHS3").

It is certified that this product is registered in accordance with the requirements of above-mentioned EU
Regulations/Directives and carries the CE-marking.

Catalogue number Description GTIN

6004-301 Selectra Mach5 0 3661540 60054 8
Product Multiple clinical chemistry analyzer IVD, laboratory, automated
SRN TBD

Risk Class A

GMDN code 56676

Accessories See Annex

Product classification
As per Article 48, section 10 the products are categorized as class A device (“self-declaration”).

Conformity assessment procedure

In accordance with;
° Article 18 of the IVD Regulation
. Article 4 of the RoHS2 Directive

Spankeren, Janua

M.A.S.V.E“Verdaasdonk
Managing Director

EU DoC - Selectra Mach5 rev. 03 Page 10f 3 J
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EU Declaration of Conformity

o Y ELITechGroup

EMPOWERING IVD

List of applied (harmonized) standards

Standard version

Description

Tested /
certified
by

Safety

IEC 61010-1:2010,
AMD1:2016

Safety requirements for electrical equipment for
measurement, control, and laboratory use -

Part 1: General requirements

IEC 61010-2-010:2014

Safety requirements for electrical equipment for
measurement, control, and laboratory use -

Part 2-010: Particular requirements for laboratory
equipment for the heating of material

IEC 61010-2-051:2015

Safety requirements for electrical equipment for
measurement, control, and laboratory use -

Part 2-051: Particular requirements for laboratory
equipment for mixing and stirring.

IEC 61010-2-101:2015

Safety requirements for electrical equipment for
measurement, control, and laboratory use —
Part 2-101: Particular requirements for in vitro
diagnostic (IVD) medical equipment

UL

UL 61010-1

Safety requirements for electrical equipment for
measurement, control, and laboratory use —

Part 1. General requirements

UL

EMC

IEC 61326-1:2012

Electrical equipment for measurement, control and
laboratory use - EMC requirements —

Part 1: General requirements

IEC 61326-2-6:2012

Electrical equipment for measurement, control and
laboratory use — EMC requirements —

Part 2-6: Particular requirements — In Vitro
diagnostic (IVD) medical equipment

DEKRA

Quality
systems

ISO 13485:2016

Medical devices—Quality management systems—
Requirements for regulatory purposes.

LRQA

EU DoC - Selectra Mach5 rev. 03

Page 2 of 3
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EU Declaration of Conformity | s ELiTechGroup

EMPOWERING IVD

Annex — List of IVD accessories

Catalogue number

Description

GTIN

3201-019

Precision Test Solution

0 3661540 60042 5

6004-338

Drying Block Set

0 3661540 60470 6

6004-351

Cuvette rotor set (3 pieces)

0 3661540 60043 2

EU DoC - Selectra Mach5 rev. 03

Page 3 of 3




a Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

SC-08H67

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
08H67-01 35476 CELL-DYN Ruby Self-declared

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices and Directive 2011/65/EU of the
European Parliament and of the Council of 8 June 2011, as they are transposed into the laws of the member states.

This declaration is made in accordance with Annex Il1 of the IVD Directive and is issued under the sole

responsibility of the manufact

Signature: jgnature: ___,%(Mgc

Full Name: Eric Rowsey FIu[I Name: 4 Rosemarie Lulu

Position: Director of Quality Position; Regulatory Affairs Project Manager
Date of Approval: ? i i ».? {*2_{;', = Date of Approval: F0 JL 2006

Date Issued: lAUG 25 2016 Place Issued: Abbott Santa Clara

Supersedes: ™ i AUG 29 2016

CELL-DYN Ruby Instrument
July 2016

Declaration of Conformity
(IRIS V1)
Page 1 of |




a Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-08H67

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
08H67-03 35476 CELL-DYN Ruby Self-declared

Authorized European

ABBOTT

(Name and Address)

Representative Max-Planck-Ring-2

(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway

Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical as they are transposed into

the laws of the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the

sole responsibility of the man er.

Signature:

Full Name:
Position:

Date of Approval:
Date Issued:

Supersedes:

Signature: Lot
Eric Rowsey Full Name: Rosemarie Lulu
Director of Quality Position: Regulatory Affairs Project Manager
Q L \;_2 = {:‘_( (. Date of Approval: /0 /?,L(f;’{ 201
hUG 25 2016 Place Issued: Abbott Sar-na Clara

IRIS V6, February 26, 2015

Effective (Date or
Lot Number):

AUG 29 2016

CELL-DYN Ruby Instrument
August 2016

Declaration of Conformity
(IRIS V7)
Page | of |



Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019
Certificate identity number: 10361225

Lloyd's
Reqister

Certificate of Approval

This is to certify that the Management System of:

ELITechGroup B.V.

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by Lloyd's Register to the following standards:
ISO 13485:2016

Approval number(s): ISO 13485 — 00020722

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable
to this approval are listed.

The scope of this approval is applicable to:

Design, development and manufacturing of clinical chemistry analyzers, contract manufacturing of erythrocyte sedimentation rate
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human
origin.

Paul Graaf

Chief Operating Officer, Management Systems, MSIS %
Issued by: Lloyd's Register Nederland B.V. MQN!(GQEET
for and on behalf of: Lloyd's Register Quality Assurance Limited “E,Tgf

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 2



Lloyd's

Reg | Ster Certificate identity number: 10361225
Certificate Schedule
Location Activities
ELITechGroup B.V. 1ISO 13485:2016

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ~ Design, development and manufacturing of clinical
chemistry analyzers, contract manufacturing of

erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human

origin.
ELITechGroup B.V. 1ISO 13485:2016
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands Design, development and manufacturing of clinical

chemistry analyzers, contract manufacturing of
erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human
origin.

o

v

KAS

MANAGEMENT
SYSTEMS

001

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents
are, individually and collectively, referred to in this clause as 'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss,
damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed a contract with the relevant Lloyd's
Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 2 of 2
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