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CERTIFICATO N.
CERTIFICATE N. 0466.2022

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

ADVENA Ltd.
TOWER BUSINESS CENTRE 2ND FLR TOWER STREET - BKR 4013 SWATAR MALTA

UNITA' OPERATIVE / OPERATIVE UNITS

Vedere gli Allegati per le Unita Operative (n® 2 allegati)
View the Annexes for the Operative Units (n° 2 annexes)

E' CONFORME ALLA NORMA / /S IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

European Authorised Representative service, quality management, regulatory
affairs and document creation and control for medical device manufacturers.
Virtual importer services of medical devices and in vitro diagnostic devices

Ulteriori informazioni riguardanti I'applicabilita dei requisiti ISO 13485:2016 possono essere ottenute consultando 'organizzazione
Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY

2022-04-08 2023-04-19 2025-04-07

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

ACCREDIA
VENTET EDIAMENTD
SGQ N° 005 A ww.cisg.com
La validiia del certificate & subordinata a sorveglianza annualz e riesame complato
Membro degli Accordi di Mutus del Sistema di Gestione con periodicita triennale CISQ & |a Federazione ltaliana di Organismi di
Risonassiments EA, JAF 2 ILAC The validity of the cartificate is submitted to annual audit and a reassessment o P ; .
Signatory of £4, IAF and ILAC ofthe entire managament System wilhin threa years Certificazione del sistemi di gestione aziendale. CISQ

is the ltalian Federation of management system
Certification Bodies.

Mutual Recognition Agreements
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ALLEGATO N. 0466.2022-1
ANNEX N.

ADVENA Ltd.
TOWER BUSINESS CENTRE 2ND FLR TOWER STREET - BKR 4013 SWATAR MALTA

Attivita;
Activities:

European Authorised Representative service, quality management, regulatory
affairs and document creation and control for medical device manufacturers.

IL PRESENTE ALLEGATO HA LO SCCPO DI ESPLICITARE LE ATTIVITA' SYOLTE PRESSO IL SINGOLO
SITO/UNITA' OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE RILASCIATA
A ADVENA Ltd.

THE Al OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO ADVENA Ltd.

PER LA VALIDITA’ RIFERIRSI AL CERTIFICATO N. 0466.2022
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 0466.2022

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2022-04-08 2023-04-19 2025-04-07

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

Il presente documento integra il certificato n. 04865.2022
This document is part of certificate n. 0466.2022
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ALLEGATO N. 0466.2022-2
ANNEX N.
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ADVENA SERVICES LIMITED
TOWER BUSINESS CENTRE 2ND FLR TOWER STREET - BKR 4013 SWATAR MALTA

Attivita:
Activities:

Virtual importer services of medical devices and in vitro diagnostic devices

IL PRESENTE ALLEGATO HA LO SCCPQ DI ESPLICITARE LE ATTIVITA SVOLTE PRESSO IL SINGOLO
SITO/UNITA’ OPERATIVA NELL'AMBITO DELLA CERTIFICAZIONE DEL SISTEMA DI GESTIONE RILASCIATA
A ADVENA Ltd.

THE AIM OF PRESENT ANNEX IS TO EXPLAIN THE ACTIVITIES PERFORMED IN EACH SITE/OPERATIVE UNIT
OF THE MANAGEMENT SYSTEM CERTIFICATION ISSUED TO ADVENA Ltd.

PER LA VALIDITA’ RIFERIRSI AL CERTIFICATO N. 0466.2022
FOR THE VALIDITY PLEASE REFER TO CERTIFICATE N. 0466,2022

DATE: PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT {SSUE EXPIRY
2022-04-08 2023-04-19 2025-04-07

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

Il presente documento integra il certificato n. 0466.2022

ACC RED'A & This document is part of cerlificate n. 0466.2022
VERTE MALAND DIACCREDTAMENTO. %
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Mutual Recogrition Agreements of the entire management System within thee years Cerlificazione dei sistemi di gestione aziendale. C1SQ

is the ltalian Federation of management system
Certification Bodies.



