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CERTIFICATE N,  9124.EFMD

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

EF MEDICA SRL

VIA PILLHOF 25 - 39057 FRANGARTO APPIANO (BZ)
UNITA® OPERATIVE / OPERATIVE UNITS

VIA PILLHOF 25 - 39057 FRANGARTO APPIANO (BZ)
E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 13485:2016

PER LE SEGUENTIATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Gestione della fabbricazione ed immissione in commercio di carte diagrammate per

Ulteriori informazioni riguardanti 'applicabilita dei requisiti ISO 13485:2016 possono essere ottenute consultando I'organizzazione

DATE:

'ACCREDIA & |

BELTETALNO DIACCREDTAMENT G,

SGQ N°005 A

Mombro degll Accord! di Muluo
Riconoscimenta EA, IAF ¢ ILAC
Signatory of 27, IAF. and ILAC
1iutual Recognition Agreements

apparecchiature elettromedicali ed elettrodi monouso per defibrillatori.
Commercializzazione di dispositivi medici ed elettromedicali
Management of manufacture and marketing of recording charts for
medical equipment and disposable defibrillation electrodes.
Commercialization of medical and electrical medical equipments

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

FEDERAZIONE

CIsQ

www.cisgq.com

| processi riconduclbifi a settor] IAF softolineati risullano non ancora coperti da accreditamento

Prbcesses relaiad & sndalysd IAF secors s ol yet covemd by scoredieion Organismo di Certificazione Federato CISQ ~ CISQ 2 |2 Federazione Italiana di Organismi di
www.img.it Certificazione del sistemi di gestione aziendale

Lo valicita del cerlificato & subsrdinata a sorveglianza annuale € riesame compieto CISQ is the Italian ».mnmwﬁ.\o: of management

del Sistema di Gestione con periodicita Wriennaie system Certification Bodles.

The validity of the certificale is submitted o annval audil end a reassessment

ol the entire Management System within three years
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THE INTERNATIONAL CERTIFICATION Zm._.<<O,mX

CERTIFICATE

IQNet and its partner

CISQ/IMQ-CSQ
hereby certify that the organization

EF MEDICA SRL
VIA PILLHOF 25 - 39057 FRANGARTO/APPIANO (BZ)

for the following field of activities

Management of manufacture and marketing of recording charts for
medical equipment and disposable defibrillation electrodes.

Commercialization of medical and electrical medical equipments
Refer to quality manual for details of applications to ISO 9001:2008 requirentents

has implemented and maintains a
Quality Management System
which fulfills the requirements of the following standard

1ISO 9001:2008

Issued on: 2015 - 07 - 31

Michael Drechsel Ing. Claudio Provetti

President of IONET President of CISQ
1QNet Partners™®: )
AENOR Spain AFNOR Certification France AlIB-Vingotte International Belgium ANCE-SIGE Mexico APCER Portugal CCC Cyprus
CISQ ftaly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany
FCAV Brazil FONDONORMA Venezuela 1CONTEC Colombia IMNC Mexico Inspecta Certification Finland IRAM Argentina
JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAL Ireland PCBC Poland
Quality Austria Austria RR Russia SII Israel SI1Q Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc¢
* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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