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EU DECLARATION OF CONFORMITY

Movi S.p.A,

located in Via Dione Cassio 15-1 20138 -Milano (Italia),
SRN:--

Declares, under its sole responsibility

that the medical device:

Group Family: Foot orthoses (including insoles and inserts)
(for details see Annex MOD PAQ 20.05.22A)
Basic UDI: 805418176Y061203YW
Intended Purpose' Non-sterile devices, used to provide foot supports, which may
! be temporary or permanent.
Risk Classification: Class I, MDR 2017/745 Annex VIII, Rule 1
Harmonized standard: EN ISO 13485:2016
EN ISO 14971:2019
EN ISO 15223-1:2016

Complies with Euopean Regulation MDR 2017/745 of 5% April 2017.

Date of issue

Milano, 25/05/2021

This Declaration is valid from the issue date until 5 (five) years.

Signature of the Legal Representative
of Movi S.p.A
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DICHIARAZIONE DI CONFORMITA' UE

Movi S.p.A,

con sede in Via Dione Cassio 15-1 20138 -Milano (Italia),

SRN:--

Dichiara, sotto propria responsabilita esclusiva,

che il dispositivo medico:

Ortesi per piede (inclusi plantari e inserti) (per

Famiglia: dettagli vedere allegato mod paq 20.05.22A)

UDI di Base: 805418176Y061203YW

Dispositivi non sterili, usati per fornire dei supporti al piede, che
possono essere provvisori o definitivi.

Classe I, MDR 2017/745 Annex VIII,
Regola I

EN ISO 13485:2016
Standard armonizzati: EN ISO 14971:2019
EN ISO 15223-1:2016

Uso Previsto:

Classificazione di Rischio:

E conforme al Regolamento Europeo MDR 2017/745 del 5 Aprile 2017.

Data di Rilascio
Milano, 25/05/2021

Questa Dichiarazione € valida dalla data di rilascio per 5 (cinque) anni.

Firma del Legale Rappresentante

Di Movi S.p.A
;( &77 aall
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Elenco codici prodotto Dichiarazione di Conformita UE
Item List EU Declaration of Conformity (MOD PAQ 20.05.22A)

ice P
Dol el Nome Prodotto Product Name CND
Item Code

19010101 TALLONETTA AVVOLG. C/CUSC. S 30/38 ENVELOPING HEEL CUSHION Size S 30-38 Y061203
19010102 TALLONETTA AVVOLG. C/CUSC. S 30/38 ENVELOPING HEEL CUSHION Size L 39-46 Y061203
19010201 TALLONETTA AVVOLG. S/CUSC. S 30/38 ENVELOPING HEEL WITHOUT CUSHION Size S 30-38 Y061203
19010202 TALLONETTA AVVOLG. S/CUSC. L 39/46 ENVELOPING HEEL WITHOUT CUSHION Size L 39-46 Y061203
19012701 TALLONETTA PIATTA 1/SMALL 30/37 FLAT HEEL 1/ SMALL 30/37 Y061203
19012702 TALLONETTA PIATTA 2/MEDIUM 38/42 FLAT HEEL 2/ MEDIUM 38/42 Y061203
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Codice Prodotto Nome Prodotto Product Name CND
Item Code
19012703 TALLONETTA PIATTA 3/LARGE 43/48 FLAT HEEL 3/ LARGE 43/48 Y061203
19020100 PLANTARE 3/4 MIS.35/36 INSOLE 34 SIZE 35/36 Y061203
19020101 PLANTARE 3/4 MIS.37/38 INSOLE 34 SIZE 37/38 Y061203
19020102 PLANTARE 3/4 MIS.39/40 INSOLE 34 SIZE 39/40 Y061203
19020103 PLANTARE 3/4 MIS.41/42 INSOLE 34 SIZE 41/42 Y061203
19020104 PLANTARE 3/4 MIS.43/44 INSOLE 34 SIZE 43/44 Y061203
19020105 PLANTARE 3/4 MIS.45/46 INSOLE 34 SIZE 45/46 Y061203
19020300 PLANTARE INTERO MIS.35/36 INSOLE SIZE 35/36 Y061203
19020301 PLANTARE INTERO MIS.37/38 INSOLE SIZE 37/38 Y061203
19020302 PLANTARE INTERO MIS.39/40 INSOLE SIZE 39/40 Y061203
19020303 PLANTARE INTERO MIS.41/42 INSOLE SIZE 41/42 Y061203
19020304 PLANTARE INTERO MIS.43/44 INSOLE SIZE 43/44 Y061203
19020305 PLANTARE INTERO MIS.45/46 INSOLE SIZE 45/46 Y061203
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ice P
SB[ ety Nome Prodotto Product Name CND

Item Code
19026000 PLANTARE INTERO "DUAL SYSTEM SHARK" MIS.35/36 INSOLE SIZE 35/36 “"DUAL SYSTEM SHARK"” Y061203
19026001 PLANTARE INTERO "DUAL SYSTEM SHARK" MIS.37/38 INSOLE SIZE 37/38 “"DUAL SYSTEM SHARK"” Y061203
19026002 PLANTARE INTERO "DUAL SYSTEM SHARK" MIS.39/40 INSOLE SIZE 39/40 “DUAL SYSTEM SHARK"” Y061203
19026003 PLANTARE INTERO "DUAL SYSTEM SHARK" MIS.41/42 INSOLE SIZE 41/42 “"DUAL SYSTEM SHARK" Y061203
19026004 PLANTARE INTERO "DUAL SYSTEM SHARK" MIS.43/44 INSOLE SIZE 43/44 “DUAL SYSTEM SHARK" Y061203
19026005 PLANTARE INTERO "DUAL SYSTEM SHARK" MIS.45/46 INSOLE SIZE 45/46 “DUAL SYSTEM SHARK"” Y061203
19060000 CUSCINETTI METATARSALI METATARSAL PADS Y061203
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