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CE DECLARATION OF CONFORMITY 

 

Declaration of Conformity for the disposables named 
 

“Pouches & Reels for Sterilization, Paper & Film, Non-woven Pouches” 
 

manufactured by the company E-LINES.r.l., according to the European Directive 93/42/EECand 
integrations(ex. European Directive 2007/47/EC),concerning the medical devices of Class I non-
sterile (Annex IX, Rule n. 1). 
  
The undersigned company E-LINE S.r.l, situated in Via Soncino, 24050 Torre Pallavicina (BG), 
Italy, producer of medical disposables named “pouches and reels for the sterilization”, declares as 
its own responsibility, that the disposables as above satisfy all the applicable dispositions of the 
European Directive 93/42/EEC, integrations (ex. European Directive 2007/47/EC) and following 
modifications concerning medical devices. 
 
To this purpose, E-LINE S.r.l. guarantees and declares that: 
 

• The medical devices in hand satisfy the essential requirements referred to the attachment I of 

the above mentioned Directive 

• The medical devices in hand have to be considered as belonging to Class I 

• The medical devices in hand are not instruments for measuring 

• The medical devices in hand have not to be used for hospital investigations 

• The medical devices in hand conform to regulations UNI EN 868:5 

• The medical devices in hand conform to regulations UNI EN ISO 11607: 1-2 

• The medical devices in hand conform to regulations ISO 11140-1 

 
It is finally declared, that the undersigned company will keep all documents referred to the 
attachment VII of the European Directive 93/42/EEC and integrations (European Directive 
2007/47/EC) at disposal of competent Authorities for a periodof 5 years, beginning from the last 
date of production of  medical devices. 
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