












 

 

  
 

                                          

                              

  

 DECLARATION OF CONFORMITY 
    

 

                                                                                                                    Forlì, 29th February 2024 

 

Producer: Ceracarta S.p.A 

Address: Via Secondo Casadei, 14 47122 Forlì - ITALY 

DECLARES 

that 

THE RECORDING BLANK “THERMAL” AND/OR  “INK” PAPERS IN THE MEDICAL 

FIELD,codes  8597,12090,8605,13108,9516,8615,13108,11735,10907,8625,8605,7955, 9537, 

10907,10360,8919,8918,8597,8605,10907,12660,12157,8141,10960,8631 identified and classified  

in the   Technical file, comply with the directive about medical devices (DIRECTIVE 93/42/EEC as 

amended by 2007/47/EC). 

 

    In addition to this, we precise that: 

-  according to the Directive 93/42/EEC the listed products are medical devices belonging to          

class I  

- they are subject to the regulations of the Attachment I of the above mentioned directive, 

- Ceracarta S.p.A. has implemented a quality system in accordance with the  regulations UNI EN 

ISO 9001: 2015 and UNI CEI EN ISO 13485:2016. 

 

 



















CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 10462 rev. 10

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

VitalScientific,
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
Valable jusqu'au

/ Effective date

/ Expiry date :

May 21st, 2025 (included)
July 27th, 2026 (included)

Etabli le / Issued on : May 21st, 2025

 Modifie le certificat 10462-9

On behalf of the President
Béatrice LYS

Technical Director

VitalScientific

Zone industrielle

61500 SEES FRANCE
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GMED N° 10462–10
Ce certificat est délivré selon les règles de certification GMED / This certificate is issued according to the  rules of GMED certification

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