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ISO 9001 -NF EN ISO 13485 REAGEMNTS

Zone Industrielle — 61500 SEES — France
Tél. : +33 (0)233 812100/Fax:+33(0)23328 7751

DECLARATION DE CONFORMITE CE

Nous, SEPPIM S.A.S., zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité que
les dispositifs appartenant au groupe 12 «SOLUTIONS de LAVAGE POUR EQUIPEMENTS VITAL SCIENTIFIC »,
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 s'appuie sur le contenu de chaque dossier technique DOS-CE-XXXX.

(Vair liste ci-jointe).

Sées, le 10 février 2009

DECLARATION OF EC CONFORMITY

We, SEPPIM S.A.S., Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the devices belonging to Group 12, "CLEANING SOLUTIONS FOR VITAL SCIENTIFIC EQUIPMENT”, 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 upon the contents of each DOS-CE-XXXX technical file.
(See attached list).

Sées, Februray 10", 2009

DECLARACION CE DE CONFORMIDAD

Nosotros, SEPPIM S.A.S, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica responsabilidad
que los dispositivos pertenecientes a el grupo 12 : " SOLUCIONES DE LIMPIEZA PARA LOS EQUIPOS VITAL
SCIENTIFC ", 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 esta documentada por su contenido de cada archivo técnico DOS-CE-X0XX
(Ver lista adjunta)

Sées, 10 de Febrero de 2009

Valérie GOURDON, SEPPIM SAHS Francoise DEBIAIS,
Responsable des Affaires Réglementaires Zone Inc{ustrle G;q o (Bresm;?v
Regulatory Affairs Manager 61500 SEES - FRA President
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Zone Industrielle — 61500 SEES — France
TélL : +33 (233 812100/Fax:+33(0)233287751

GROUPE 12 - SOLUTIONS DE LAVAGE POUR EQUIPEMENTS VITAL SCIENTIFIC
GROUP 12 - CLEANING SOLUTIONS FOR VITAL SCIENTIFIC EQUIPMENT
GRUPO 12 —SOLUCIONES DE LIMPIEZA PARA LOS EQUIPOS VITAL SCIENTIFIC

DESIGNATION DU PRODUIT/ REFERENCES/ NOM DU DOSSIER CE/
PRODUCT DESIGNATION/ REFERENCIAS EC FILE NAME/
DESIGNACION DEL PRODUCTO NOMBRE DEL ARCHIVO CE
SYSTEM SOLUTION SL8Y-5900

ACID SOLUTION SLHC-5900 DOS-CE-SOLVS

SYSTEM CLEANING SOLUTION SLNA-5900
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

o ST A

By Royal Charter

This is to certify that: ELITechGroup Inc.
370 West 1700 South
Logan
Utah
84321
USA

Facility ID Number: F000174

Holds Certificate No: MDSAP 689350

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D

The design, manufacture, distribution and servicing of automated slide stainers,
cytocentrifuges, cystic fibrosis sweat testing systems, and osmometers, and proprietary
standards, controls disposables and reagents for use with these types of equipment.
Manufacture and distribution of controls, standards, consumables, accessories and supplies for
in vitro diagnostic systems, laboratory equipment, and erythrocyte sedimentation rate test

(o C_ SN eed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2019-03-28 Effective Date: 2022-01-11 Expiry Date: 2025-01-10
Page: 1 of 1
MDSAP
BSI Group America Inc. is an MDSAP authorized auditing organization maklng exce”ence a |’1ab|tTM

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MDSAP+689350&ReIssueDate=11%2f01%2f2022&Template=inc

G M — D CERTIFICAT
S CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023

cofrac On behalf .o-PLes|
Z Marjorie PERRIMON
2 Certification Director
% BEER;%(T%}H? ggﬂ (I:EeDrti';:;altOe‘lsizd_éslivré selon les regles de certification GMED  / This certificate is issued according to the rules of GMED certification

5‘ DE MANAGEMENT
S Accréditation n°4-0608
O Liste des sites accrédités .
et portée disponible sur Renouvelle le certificat 10462-7

www.cofrac.fr

GMED -« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siege social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 « gmed.fr
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