
CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 10462 rev. 8

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

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception, production, contrôle et commercialisation de produits de chimie cliniques
pour le diagnostic 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

GMED N° 10462–8
Ce certificat est délivré selon les règles de certification GMED

Début de validité
Valable jusqu'au

/ Effective date :

/ Expiry date :

July 25th, 2023 (included)
July 27th, 2026 (included)

Etabli le / Issued on : July 25th, 2023

/ This certificate is issued according to the  rules of GMED certification

 Renouvelle le certificat 10462-7

ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle

61500 SEES FRANCE

On behalf of the President
Marjorie PERRIMON

Certification Director
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Accréditation n°4-0608
Liste des sites accrédités
et portée disponible sur
www.cofrac.fr



  
 

  
Current issue date: 22 June 2024 Original approval(s): 
Expiry date: 21 June 2027 ISO 13485 - 9 June 2019  
Certificate identity number: 10598757 
  
 

 

Certificate of Approval 

 

 

 

Paul Graaf 

________________________ 

Area Operations Manager, Europe  

Issued by: LRQA Limited 

 
     

 

 
LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA'. LRQA 
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  LRQA 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: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom  
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This is to certify that the Management System of:  

VitalScientific B.V. 

 
 

also trading as: ELITechGroup  

 Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands  

 

 

  

has been approved by LRQA 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 and contract manufacturing of ion-selective electrodes (ISE) 
and erythrocyte sedimentation rate (ESR) analyzers.  

 

 

 



 
  

 
 
 
 

 
Certificate identity number:  10598757 

 

Certificate Schedule 

 

 

 

     

 

 
 
 
LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA'. LRQA 
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  LRQA 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: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom  
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Location Activities 

 

VitalScientific B.V.  

also trading as: ELITechGroup  

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands  

ISO 13485:2016  

Design, development and manufacturing of clinical 
chemistry analyzers and contract manufacturing of 
ion-selective electrodes (ISE) and erythrocyte 
sedimentation rate (ESR) analyzers. 

 

 

 

VitalScientific B.V.  

also trading as: ELITechGroup 

Kanaaldijk 90, 6956 AX Spankeren, The Netherlands  

ISO 13485:2016  

Design, development and manufacturing of clinical 
chemistry analyzers and contract manufacturing of 
ion-selective electrodes (ISE) and erythrocyte 
sedimentation rate (ESR) analyzers. 
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