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This is to certify that the management system of: 
 

DINA - HITEX, spol. s r.o. 
Ždánská 987 
685 01  Bučovice 
Czech Republic 

 
 

 
 
Complies with the requirements of:  

 

ISO 13485:2016/NS-EN ISO 13485:2016 
 
 

 

The Certificate is valid for the following scope:  
 

Design, manufacture, sales and distribution of disposable sterile and non-
sterile medical devices for barrier system from nonwovens and PE foils, 
procedural sets consisting of plastic, metal and gauze components and 
ophthalmic strips. 
Sterilization of medical devices as per EN ISO 11135:2014. 
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