CISQ is a member of

THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
= . System Certification in the world.
WWW.lmq.lt IQNet is composed of more than 30 bodies and counts

CERT/FICA TE N. 91 24.TAD2 over 150 subsidiaries all over the globe.
CERTIFICADO N.

WE HEREBY CERTIFY THAT THE MANAGEMENT SYSTEM OPERATED BY
CERTIFICAMOS QUE EL SISTEMA DE GESTION DE

AFFINITY GROUP
C/ NAVARRA 38 - 28691 VILLANUEVA DE LA CANADA (MADRID) SPAIN

OPERATIVE UNITS / INSTALACION DE

AFFINITY ELECTRONICS S.L.
C/ NAVARRA 38 - 28691 VILLANUEVA DE LA CANADA (MADRID) SPAIN

TECNOLOGIAS ADE, S.L..
C/ NAVARRA 38 - 28691 VILLANUEVA DE LA CANADA (MADRID) SPAIN

IS IN COMPLIANCE WITH THE STANDARD / REUNE LOS REQUISITOS DE LA NORMA
ISO 13485:2016

FOR THE FOLLOWING ACTIVITIES / PARA LAS SIGUIENTES ACTIVIDADES

Design, development, manufacturing and technical assistance, import and marketing
of medical devices with function of measurement of physiological parameters

Disefio, desarrollo, fabricacion y asistencia técnica, importacion y comercializacion
de productos sanitarios con funciéon de medicion de parametros fisioldgicos

Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization
Cualquier aclaracién adicional relativa a la aplicacién de la norma ISO 13485:2016, puede obtenerse consultando a la organizacién

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS
EL PRESENTE CERTIFICADO ESTA SUJETO AL RESPETO DEL REGLAMENTO
PARA LA CERTIFICACION DE LOS SISTEMAS DE GESTION

DATES:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
PRIMERA CERTIFICACION EMISION ACTUAL VALIDO HASTA
2016-01-11 2021-07-09 2025-01-11

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago 'y

FEDERAZIONE
ACCREDIA 'S, \lMQ C’SQ
'ENTE ITALIANO DI ACCREDITAMENTO. -
o
SGQ N° 005 A www.cisg.com
The validity of the certificate is submitted to annual audit and

Membro degli Accordi di Mutuo a of the entire N System within three years N N N o 5 s h : . o
Riconusclmg.nm EA, IAF e ILAC La validez del certificado esté sujeta a auditorias anuales y a la recerceniﬂc(a)&gﬁ nismo di mﬂc?ﬁonﬁ: Federato CISQ CIS_(?_ € Ia_ Federézpne It.aItAana d" Orgar}lsm[ di
Signatory of EA, IAF and ILAC completa del Sistema de Gestién con una periocidad trienal .Imq. Certificazione dei sistemi di gestione aziendale.

CISQ is the Italian Federation of management
system Certification Bodies.

Mutual Recognition Agreements



