DICHIARAZIONE DI CONFORMITA’
DECLARATION OF CONFORMITY

C€

Il Fabbricante
The Manufacturer

THD S.p.A

Via Industria, 1
42015 Correggio (RE)
Italy

Dichiara sotto la propria responsabilita che il dispositivo
Declares under his own responsibility that the device

THD Face Mask

Ref. Description Risk Class {MDD 93/42/CEE)
800245 THD Face Mask (20 pz) - Regular Black
800252 THD Face Mask (20 pz) - Reguiar Black - International I {Rule 1)
300253 THD Face Mask (20 pz) - Smail Black

E’ conforme ai requisiti delle seguenti norme tecniche: EN 14683 ed EN 1SO 10993-1.
Is in conformity with the requirements of the following technical standards: EN 14683, EN 1SO 10993-1.

E’ conforme ai requisiti essenziali di cui allAllegato | della Direttiva Dispositivi Medici
93/42/CEE e s.m.i. - recepite in Italia con D.Lgs. 46/97 e s.m.i.

Is in conformity with the Essential Requirements included in Annex I of the MD Directive 93/42/EEC and
subsequent supplementary amendments, acknowledged in Iltaly with Decree D.Lgs. 46/97 and
subsequent supplementary amendments.
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E stato eseguito il processo di valutazione della conformita di cui alAllegato VI della Direttiva
Dispositivi Medici 93/42/CEE e s.m.i. - recepite in ltalia con D.Lgs. 46/97 e s.m.i..
Has been followed the conformity assessment process according to Annex VI of the MD Directive

93/42/EEC and subsequent supplementary amendments, acknowledged in ltaly with Decree D.Lgs.
46/97 and subsequent supplementary amendments.

Si dichiara inoltre che:

Il sistema qualitd aziendale & certificato 15013485 (cert. n. 39 05 0081501 del 13/02/2019
rilasciato da TUV Rheinland ltalia).

The company quality assurance system is certified ISO13485 (cert. n. 38 05 0081501 dated 13/02/2019
released by TUV Rheinland ftalia).

Correggio, 13/10/2020

Filippo Bastia
Luogo, Data / Place, Date Amminjstratore Delegato / CEQ
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