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CONFORMITY DECLARATION 

For Customs Purposes Only 

Longarone, June 26th 2023 

Thélios S.p.A, with registered office in Longarone, Zona Industriale Villanova 16, Vat no. 

09858510960, Chamber of Commerce no. BL-408446, hereby declares that the spectacle 

frames manufactured and distributed by Thelios S.p.A. with the trademark:   

BERLUTI 

CELINE 

DIOR 

FENDI 

FRED 

GIVENCHY 

KENZO 

LOEWE 

RIMOWA 

STELLA McCARTNEY 

• are class I medical device (Rule 1 Chapter III of Annex VIII of (EU) Regulation 

2017/745), which is intended for use in connection with, in the manufacturing of 

eyeglasses, ophthalmic lenses for correcting vision problems; 

• are in conformity with the (EU) Regulation 2017/745 on Medical Devices; 

• are in conformity with the standard ISO 12870:2018; 

• are fitted with demonstration lenses.  
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Thelios SpA besides declares that the sunglasses of the same trademark: 

• are in conformity with the (EU) Regulation 2016/425; 

• are in conformity with the European harmonized standard EN ISO 12312-1:2013 and 

EN ISO 12312-1:2013/A1:2015; 

• the lenses are impact resistant with the meaning of American Food and Drug 

Administration Title 21 CFR 801.410. 

Considering the knowledge and the technological evolution reached at the present 

moment, the above kind of products are in conformity with the general obligation of 

security as required by 2001/95/EEC Directive. 

 

This declaration of conformity is issued under the sole responsibility of the manufacturer. 

 

 

        THELIOS S.p.A 

   Alberto Da Re 

Special Proxy of Thélios SpA 


