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Chart Pagers for all slectrodiagnostic aquipments.

Disposabls and alectromadical accessores.
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DECLARATION OF CONFORMITY

of the device named "GELS & CREAMS”, “ECG, EEG & TENSE ELECTRODES” , “MOUTHPIE
“pL,ATES FOR ELECTROSURGICAL”, “SPECULUM” and “OTHER ACCESSORIES “ produced

company Ceracarta

on the basis of the essential requirements, see enclosure [ of the db
03/42/CEE, as prescribed in enclosure VII of the above directive.

The writing company Ceracarta focated in Via secondo Casadei , 14 F orli, manufacturer of the product
named , " GELS & CREAMS”, “ECG, EEG & TENSE ELECTRODES” , “MOQUTHPIECES™,
«p] ATES FOR ELECTROSURGICAL”, “SPECULUM” and “OTHER ACCESSORIES *, declares
under its own responsability that such a device satisfies all the requirements of directive 93/42/CEE

about medical devices and in particular that:

e the Device in object satisfies the essential requirements as per in Enclosure [ of Directive

93/42/CEE;

» the Device in object must be considered as belonging to Class [;

» the Device in object must be esclusively used together with electro-medical instruments for

recording, diagnosis and therapy, which base their functioning upon the measuring of energy flows

of electric, magnetic and ultrasound type;

¢ The manufacturer has prepared and keeps the technical files updated in accordance with enclosure
VII, section 3 of the directive itself.
¢ Such documentation is available at the headquarters of Ceracarta, for any reference by the entitled
bodies.
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