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Gessate, 7 February 2012 

 

CONFORMITY OF GIMA PRODUCTS 
 

According to the annex VII of the Council Directive 93/42/EEC  

as amended by the European Directive 2007/47/EEC concerning medical devices 

 

GIMA declares that all medical devices illustrated on 

GIMA INTERNATIONAL CATALOGUE 

meet the provisions of the following Council Directive (when applicable) 

93/42/EEC AS AMENDED BY THE EUROPEAN DIRECTIVE 2007/47/EEC 

as below: 

A) For all products classified in CLASS I, we have in our company a technical file as 

required from annex VII, and it is available a certificate of conformity signed by the 

responsible inside the EU (generally GIMA). 

 

B) For all products in CLASS IIa and IIb it is available, or it will be available in one month,   

a declaration of conformity signed by an official European Notified Body or the ISO 

9002 certificate of the manufacturer.

 
 

 
 

 

GIMA S.p.A. 
Q.A. Department 
Nicola Manzoni 
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Reg. Number 10164 - A Valid From 2018-10-01 

    

First issue date 2012-10-15 Last change date 2018-10-01 

    

Valid Until 2021-10-14 IAF Sector 29      

    

    

Quality Management System Certificate 

ISO 9001:2015 
 
 

We certify that the Quality Management System of the Organization: 

GIMA S.p.A. 
Is in compliance with the standard UNI EN ISO 9001:2015 for the following 

products/services: 

 

Trade, packaging and service of medical devices (MD), in vitro diagnostic 
products (IVD), personal protective equipments (PPE), biocides, veterinary 
items, medical accessories furniture and aids 
 

 

 

Chief Operating Officer 

Giampiero Belcredi 

 

 

 

 

 

 

 

The maintaining of the certification is subject to annual surveillance and dependent on the observance of 
Kiwa Cermet Italia contractual requirements. 

  

  
  

This certificate is composed of 1 page. 

 

GIMA S.p.A.   

Registered Headquarters 

-   Via Grossi, 2 20121 Milano Italia 
Certified Sites 

-   Via Marconi, 1 20060 Gessate ( MI )  Italia 
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Reg. Number 10164 - M Valid From 2018-10-01 

    

First issue date 2012-10-15 Last change date 2018-10-01 

    

Valid until 2021-10-14   

    
    

Quality Management System Certificate 

ISO 13485:2016 
 
 

We certify that the Quality Management System of the Organization: 

GIMA S.p.A. 
Is in compliance with the standard UNI CEI EN ISO 13485:2016 for the following 

products/services: 

 

Trade, packaging and service of: medical devices (MD), in vitro diagnostic products 

(IVD), medical accessories, furniture and aids, 

 

 

 

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. 
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