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CERTIFICATE N.  0194.2023
CERTIFICADO N.

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY
CERTIFICA QUE EL SISTEMA DE GESTION DE CALIDAD DE

PHIBO GROUP

C/ MAS D'EN CISA, 5-7 POLIGONO IND. MAS D’EN CISA -
08181 SENTMENAT (BARCELONA) SPAIN

OPERATIVE UNITS / INSTALACION DE

phibo”

View the Annex for the Operative Units (n.2 pages)
Ver el Anexo para las Unidades Operativas (n.2 paginas)

IS IN COMPLIANCE WITH THE STANDARD / REUNE LOS REQUISITOS DE LA NORMA

ISO 13485:2016 / A011:2021

FOR THE FOLLOWING ACTIVITIES / PARA LAS SIGUIENTES ACTIVIDADES

Design and development, manufacture, sale and distribution of customized medical devices.
Sale and distribution of medical devices for the dental sector.

Sale, distribution and manufacture of customized medical devices to third parties.
Disefio, desarrollo, fabricacion, venta y distribucion de producto sanitario a medida.
Venta y distribucién de productos sanitarios del sector dental.

Venta, distribucion y fabricacion a terceros de producto sanitario a medida.

Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization
Cualquier aclaracion adicional relativa a la aplicacién de la norma 1ISO 13485:2016, puede obtenerse consultando a la organizacion

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
2023-02-03 2024-01-16 2026-02-02

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Ornago
ACCREDIA ‘\ ‘ ,SQ

L'ENTE ITALIANO DI ACCREDITAMENTO

www.cisq.com

MS N° 0005MS
The validity of the certificate is submitted to annual audit and a reassessment
Membro degli Accordi di Mutuo of the entire management System within three years
Riconoscimento EA, IAF e ILAC La validez del certificado esté sujeta a auditorias anuales y a la recercertificacion ’
CISQ é la Federazione Italiana di Organismi di
Certificazione del sistemi di gestione aziendale. CISQ

Signatory of EA, IAF and ILAC completa del Sistema de Gestién con una periocidad trienal

Mutual Recognition Agreements
is the Italian Federation of management system

Certification Bodies.
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ANNEX N. 0194.2023-1
ANNEXO N°

PHIBO CAD CAM, S.L.
C/ MAS D'EN CISA, 5-7 POLIGONO IND. MAS D’EN CISA -
08181 SENTMENAT (BARCELONA) SPAIN

phibo”

Activities:
Actividades:

Design and development, manufacture, sale and distribution of customized medical devices.
Sale and distribution of medical devices for the dental sector.

Sale, distribution and manufacture of customized medical devices to third parties.
Disefio, desarrollo, fabricacion, venta y distribucion de producto sanitario a medida.
Venta y distribucién de productos sanitarios del sector dental.

Venta, distribucion y fabricacion a terceros de producto sanitario a medida.

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO PHIBO GROUP
EL OBJETIVO DEL ANEXO ES EXPLICAR LAS ACTIVIDADES REALIZADAS EN CADA SEDE / UNIDAD OPERATIVA
DE LA CERTIFICACION DEL SISTEMA DE GESTION EMITIDA A PHIBO GROUP

FOR THE VALIDITY PLEASE REFER TO CSQ CERTIFICATE NR. 0194.2023
PARA LA FECHA DE CADUCIDAD, VER EL CERTIFICADO NR. 0194.2023

DATES:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
PRIMERA CERTIFICACION EMISION ACTUAL VALIDO HASTA
2023-02-03 2024-01-16 2026-02-02

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

CisQ

ACC RE DIA ‘ Este documento es parte del certificado n. 0194.2023
ven O DI ACCREDITAMENTO
www.cisq.com
MS N° 0005MS ‘
CISQ é la Federazione Italiana di Organismi di
Certificazione del sistemi di gestione aziendale. CISQ

This document is a part of certificate n. 0194.2023

Membro degli Accordi di Mutuo The validity of the certificate is submitted to annual audit and a reassessment

Riconoscimento EA, IAF e ILAC of the entire management System within three years

Signatory of EA, IAF and ILAC La validez del certificado esta sjeta a auditorias anuales y a la recercertificacion ; i

Mutual Recognition Agreements completa del Sistema de Gestion con una periocidad trienal is the ltalian Federation of mapagement system
Certification Bodies.
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ANNEX N. 0194.2023-2
ANNEXO N°

SINELDENT, S.L.

POL. IND. SAN CIBRAO DAS~VINAS, C/13 NAVE 22 -
32901 SAN CIBRAO DAS VINAS (OURENSE) SPAIN

AVENIDA DE LA INDUSTRIA 6, PORTAL 8 - 28108 ALCOBENDAS (MADRID) SPAIN

<> SINELDENTo

Activities:
Actividades:

Sale, distribution and manufacture of customized medical devices to third parties.
Venta, distribucién y fabricacion a terceros de producto sanitario a medida.

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO PHIBO GROUP
EL OBJETIVO DEL ANEXO ES EXPLICAR LAS ACTIVIDADES REALIZADAS EN CADA SEDE / UNIDAD OPERATIVA
DE LA CERTIFICACION DEL SISTEMA DE GESTION EMITIDA A PHIBO GROUP

FOR THE VALIDITY PLEASE REFER TO CSQ CERTIFICATE NR. 0194.2023
PARA LA FECHA DE CADUCIDAD, VER EL CERTIFICADO NR. 0194.2023

DATES:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
PRIMERA CERTIFICACION EMISION ACTUAL VALIDO HASTA
2023-02-03 2024-01-16 2026-02-02

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

Este documento es parte del certificado n. 0194.2023 ‘ ,SQ

This document is a part of certificate n. 0194.2023

ACCREDIA ‘,\

5| ACCREDITAMENTO

ENTE T

o
MS N° 0005MS
Membro degli Accordi di Mutuo The validity of the certificate is submitted to annual audit and a reassessment www.cisg.com
Riconoscimento EA, IAF e ILAC of the entire management System within three years
Lavalidez del certficado esta sujeta a auditorias anuales y a la recercertificacion CISQ & la Federazione Italiana di Organismi di
| G
Certificazione del sistemi di gestione aziendale. CISQ

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements completa del Sistema de Gestion con una periocidad trienal
is the Italian Federation of management system
Certification Bodies.



