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Quality Management System Certificate 

ISO 13485:2016 

 
 We certify that the Quality Management System of the Organization: 

EME S.r.l. 

Is in compliance with the standard UNI CEI EN ISO 13485:2016 for the following 

products/services: 

 

Design, manufacturing of electromedical equipment for physiotherapy, 

rehabilitation and medical aesthetic sectors 

 

Chief Operating Officer 

Giampiero Belcredi 

 

 

 

 

 

 

 

The maintaining of certification is subject to annual surveillance and dependent upon the observance 

of Kiwa Cermet Italia contractual requirements. 

  

Refer to quality manual for details of exclusion of UNI CEI EN ISO 13485:2016 requirements. 

  

This certificate is composed of 1 page. 

 

EME S.r.l.   

Registered Headquarters 

-   Via degli Abeti, 88/1 61122 Pesaro Italia 

Certified sites 

-   Via degli Abeti, 88/1 61122 Pesaro Italia 
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Reg. Numero / 
Rag. A/umber 
Primo rilascio / 
First issue date 

Scadenza/ 
VaM until 

MED 31009 

2011-02-01 

2021-12-27 

Ravisione / 
Revision 
Valido da / 
VBlid from 

Ultima modifica / 
Last change data 

32 

2016-12-20 

2019-08-01 

Pagina/Page Sdi/o/ 19 

Altegato tecnico al Certificato/ 
Technical sheet enclosed to the Certificate 

Identlficazione del Disposftivi Medid/ Identification of Medical Devices: 

TIpologIa / Medical Devices: 
Apparecchiature per ionoforesi ed elettrostimolazione / Equipment for ionophoresis and 
electrostimulation 
Marca / Brandname: 
EME 
ModeHo / Model: 
Electronned 2 LMF 
Modello / Model: 
MEDIET2 
Modello / Model: ' 
MED! ET4 
Modello / Model: 
Therapic 2000 
Modello / Model: 
Therapic 9200 
Modello / Model: 
Therapic 9400 
Marca / Brandname: 

Modello / Model: 

Marca / Brandname: 

Modello / Model: 

Modello / Model: 

Marca / Brandname: 

Modello / Model: 

NOTA: I CONTENUTI Dl QUESTA PAGINA SONO STATI 
VOLUTAMENTE OSCURATI. SONO DISPONIBIU IN VERSIONE 

INTEGRALE SOLO SU RICHIESTA Dl UN'AUTORITA' COMPETENTE. 

NOTE: PARTS OF THIS PAGE HAVE BEEN INTENTIONALLY 
CONCEALED. THE COMPLETE VERSION IS AVAILABLE AT THE 

REQUEST TO A COMPETENT AUTHORITY. 

Chief Operating Officer 
Giampiero Belcredi 

Firmato digitalmente da:BELCREDI GIAMPIERO 
Data:03/0l/2019 16:30:49 C€ 

CSRMET Organismo Notificato n. 0476 
Notified Body nr. 0476 
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Revision 
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Last change data 

32 

2016-12-20 

2019-08-01 

Pagina/Page 15di/o/^ 19 

Allegato tecnico al Certificato/ 
Technical sheet enclosed to the Certificate 

Identificazlone del Dispositivi Medici/ Identification of Medical Devices: 

Tipologia / Medical Devices: 
Dispositivi perterapia combinata elettrostimolazione, ultrasuoni, magneto e laser / Combined electro, 
ultrasound, magnetic and laser therapy devices 

Gasse di rischio / Risk class: 
II b 
Codlce NANDO / NANDO codes: 
MD1108 

Marca / Brandname: 
EME 

Modello / Model: 

Combimed 2100 

Modello / IVlodel: ; 

Combimed 4000 ^ 

Modello / Model: 

Polyter Evo 

NOTA: i CONTENUTI Dl QUESTA PAGINA SONO STATI 
VOLUTAMENTE OSCURATI, SONO DISPONIBILI IN VERSIONS 

INTEGRALE SOLO SU RICHIESTA Dl UN'AUTORITA' COMPETENTE. 

NOTE: PARTS OF THIS PAGE HAVE BEEN INTENTIONALLY 
CONCEALED. THE COMPLETE VERSION IS AVAILABLE AT THE 

REQUEST TO A COMPETENT AUTHORITY. 

Tipologia / Medical Devices: 
Dispositivi per vacuum terapia / Vacuum therapy devices 

Classe di rischio / Risk class: 
II a 
Codice NANDO / NANDO codes: 
MD 1108 

Marca / Brandname: 

Modello / Model: 

Marca / Brandname: 

Modello / Model: 

Chief Operating Officer 
Giampiero Belcredl 
Rrmato digitalmente darBELCREDI GIAMPIERO 
Data:03/09/201916:37:24 
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