centr€sstyle

arouno PreopPle

(IT) DICHIARAZIONE DI CONFORMITA UE

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italia, partita IVA
02018040127, in qualita di fabbricante, sotto la propria esclusiva responsabilita, dichiara che la
montatura da vista

MODELLO F0650

in tutte le sue varianti (colori e dimensioni):

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

e un dispositivo medico di classe | (Regola 1 Capo Il dell’allegato VIII del Regolamento (UE)
2017/745) il cui uso inteso & I'associazione, nella fabbricazione di occhiali da vista, a lenti
oftalmiche per la correzione di difetti visivi.

Dichiara inoltre che essa & conforme al Regolamento (UE) 2017/745 relativo ai Dispositivi Medici
e alla norma EN ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Presidente del Consiglio di Amministrazione

Oh-L' ARt g o

Numero di registrazione unico del fabbricante: IT-MF-000005996

UDI-DI di base: 8058692MT030YL



centr€sstyle

arouno PreopPle

(EN) EU DECLARATION OF CONFORMITY

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italy, VAT ID code
02018040127, in its capacity as the manufacturer, hereby declares, under its sole responsibility,
that the spectacle frame

MODEL F0650

in all its versions (colors and sizes)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

is a class | medical device (Rule 1 Chapter Ill 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.

Also declares that it is in conformity with the provisions of (EU) Regulation 2017/745 on Medical
Devices and with the standard EN ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Chairman of the Board of Directors

ou..L' /\r"-dn.‘.(_#du

Unique manufacturer registration number: IT-MF-000005996

Basic UDI-DI: 8058692MT030YL
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arouno PreopPle

(FR) DECLARATION DE CONFORMITE UE

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italie, numéro
d’identification TVA 02018040127 déclare en tant que fabricant et sous sa seule responsabilité,
que la monture optique

MODELE F0650

dans toutes ses variantes (couleurs et dimensions)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

est un dispositif médical de classe | (Regle 1, Chapitre Il de I'annexe VIII du Réglement (UE)
2017/745) congu pour étre équipé, lors de la fabrication de lunettes de vue, de verres
ophtalmiques pour la correction de défauts visuels.

Il déclare en outre que ce produit est conforme au Réglement (UE) 2017/745 relatif aux
dispositifs médicaux et a la norme EN I1SO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Président du Conseil d’Administration

Oh-L. A Bt Gz o

Numéro d'enregistrement unique du fabricant: IT-MF-000005996

IUD-ID de base: 8058692MT030YL
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(DE) EU-KONFORMITATSERKLARUNG

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italien,
Mehrwertsteuernummer 02018040127 bestétigt in der Eigenschaft als Hersteller und unter
seiner alleinigen Verantwortung und Haftung, dass das Korrektionsgestell

MODELL FO650

in allen seinen Varianten (Farben und Abmessungen)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

ein Medizinprodukt der Klasse | (Regel 1 Kapitel Ill Anhang VIl Verordnung (EU) 2017/745) ist,
dessen beabsichtigter Zweck die Verbindung mit ophtalmischen Linsen bei der Herstellung einer
Korrektionsbrille zur Korrektur von Sehfehlern ist.

erklart auRerdem die Konformitat des Modells mit der Verordnung (EU) 2017/745 Uber
Medizinprodukte und der Norm EN ISO 12870:2018.

Vedano Olona, 02/07/2025

Francesco Conti

Vorsitzender des Verwaltungsrats

ou_.L' i\rﬁ"tn.q.(_ad‘._;

Einmalige Registrierungsnummer des Herstellers: IT-MF-000005996

Basis-UDI-DI: 8058692MT030YL
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(ES) DECLARACION UE DE CONFORMIDAD

Centro Style S.p.A., Calle G.D. Martinengo 7, 21040 Vedano Olona (VA), Italia, cédigo IVA
02018040127, como fabricante, bajo la propia y exclusiva responsabilidad, declara que la montura
de gafas graduadas

MODELO F0650

en todas sus variantes (colores y tamafios)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

es un producto sanitario de clase | (Regla 1, capitulo Il del anexo VIII del Reglamento (UE)
2017/745), cuyo uso previsto es la asociacion, en la fabricacion de gafas graduadas, con lentes
para la correccion de defectos visuales.

También declara que cumple con el Reglamento (UE) 2017/745 relativo a los productos
sanitarios y con la norma EN ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Presidente del Consejo de Administracion

ou.-L. A Bt g 2

Numero de registro unico del fabricante: IT-MF-000005996

UDI-DI bésico: 8058692MT030YL
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(PT) DECLARAGAO UE DE CONFORMIDADE

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italia, N.2 IVA
02018040127, em qualidade de fabricante, sob a prdpria responsabilidade exclusiva, declara que
a armacdo de grau

MODELO F0650

em todas as suas variantes (cores e dimensdes)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

é um dispositivo médico de classe | (Regra 1 Capitulo Ill do anexo VIII do Regulamento (UE)
2017/745) cuja utilizacdo prevista é a associacdo, no fabrico de 6culos de grau, a lentes
oftalmicas para a corre¢do de defeitos visuais.

Declara também que estd em conformidade com o Regulamento (UE) 2017/745 relativo aos
Equipamentos médicos e com a norma EN ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Presidente do Conselho de Administracao

ah-L. A Bt Lz e

Numero de registo Unico do fabricante: IT-MF-000005996

UDI-DI basico: 8058692MT030YL
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(NL) ITEITSVERKLARING

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA) Italig€, btw-nummer IT
02018040127, in zijn hoedanigheid van fabrikant, verklaart onder zijn eigen
verantwoordelijkheid dat het brilmontuur

MODEL F0650

in alle varianten (kleuren en maten)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

een medisch hulpmiddel is van klasse | (Regel 1, Hoofdstuk Il van bijlage VIl van
Verordening (EU) 2017/745), waarvan het beoogde gebruik, bij de vervaardiging van de bril, de
combinatie is met lenzen voor het corrigeren van gebreken van het gezichtsvermogen.

Verklaart eveneens te voldoen aan Verordening (EU) 2017/745 betreffende medische
hulpmiddelen en aan de norm EN I1SO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Voorzitter van de Raad van Bestuur

ou_.L' A Pt €2 £

Uniek registratienummer van de fabrikant: IT-MF-000005996

Basic UDI-DI: 8058692MT030YL
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(BG) EC AEKNAPALNE 3A CbOTBETCTBUE

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italia, faHbyeH Homep
02018040127, kaTo Npon3BOANTEN, HA CBOAT €AVMHCTBEHA OTFTOBOPHOCT, AEKAapupa, Ye pamKaTa
33 oymna

MOJE/ FO650

BbB BCUYKUTE HETOBU BAPUAHTU (Ll,BeTOBe n pa3N\epM)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

e meaunuunHcKo usgenue ot knac | (Mpasuno 1, Masa Il ot npunoxkenue VIl ot PernameHT (EC)
2017/745), umato ocHoBHa ynoTpeba e KOMBUHNPaHe ¢ NpeanUCcBaHM OYHM /e 33 KOpeKLus
Ha 3puTenHu gedekTu.

[Jeknapupa cblio, ye e B cboTeTcTBue ¢ PernamenT (EC) 2017/745 OTHOCHO MeANLMHCKUTE
nsgenua v ctaHgapt EN 1ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Mpe3naeHT Ha YnpasuTenHUa cbeeT

au.-L. J\v':h‘-n.t'_m.;_:.

YHUKaneH perncrpaumoHeH Homep Ha npoussogutensa: IT-MF-000005996

OcHosHu UDI - DI: 8058692MTO030YL
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(CZ) EU PROHLASENI O SHODE

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), ltalie, Cislo pro DPH
02018040127, Jako vyrobce na vlastni odpovédnost prohlasuje, Ze dioptricky ram

MODEL F0650

ve vSech variantdch (barvy a velikosti)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

je zdravotnicky prostfedek tfidy | (Pravidlo 1 Kapitola Ill Pfiloha VIII Natizeni (EU) 2017/745),
jehoz zamyslené pouZziti je slouceni s dioptrickymi ¢ockami na korekci zrakovych vad béhem
vyroby dioptrickych bryli.

Déle prohlasuje, Ze vyrobek je v souladu s nafizenim (EU) 2017/745 o zdravotnickych
prostfedcich a s normou EN ISO 12870: 2018.

Vedano Olona, 02/07/2025

Francesco Conti

predseda spravni rady

OD-L' A B C2g e

Jedinecné registracni Cislo vyrobce: IT-MF-000005996

Z3akladni UDI-DI: 8058692MT030YL
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(EL) AHAQZH 2YMMOP®QZHZ EE

Centro Style S.p.A., 066¢ G.D. Martinengo 7, 21040 Vedano Olona (VA), Italia, etaipikd AOM
02018040127, e TNV LOLOTNTA TOU KATOOKEUAOTH, e SIKN TOU QMOKAELOTIKY eUBUVN, SNAWVEL
OTL 0 OKEAETOG OPACEWS

MONTEAO F0650

0€ OAEC TIG MOPOAAAYEC TOU (XpwHoTa KAl LEYEDN)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

elval Latpoteyvoloyiko mpoidv katnyopiag | (ApBpo 1 KedpdAato Il tou napaptipatog VI tou
KavoviopoU (EE) 2017/745), n mpoBAendpevn xprion tou omoiou givat n oUvSeor] Tou, KOTA TV
KOTOOKEUN YUOALWY 0PACEWS, PE 0PBAAUIKOUG hakoUG yLa Tn SLOPOwWON TWV OTTTLKWY ATEAELWV.

AnAwvel emiong OTL CUUHOPDWVETAL LE TOV KaVOVIOUO (EE) 2017/745 oxeTika pe ta
latpoteyvoloyikd Mpoidvta kat pe to mpdtumo EN I1SO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti
Mpbedpog Alolkntikol Tuppouliou

ou_.L' i\rﬁ"tn.q.(_ad‘._;

Eviaiog aplBuog kataxwplong tou katackeuaotr: IT-MF-000005996

Baowko UDI-DI: 8058692MT030YL
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(HR) EU 1ZJAVA O SUKLADNOSTI

Centro Style S.p.A., Via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italija, PDV id. br.
02018040127, svojstvu proizvodaca, pod isklju¢ivom vlastitom odgovornoscu izjavljuje da su
naocale za vid

MODEL F0650

u svim svojim inacicama (bojama i dimenzijama)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

medicinski proizvod . klase (pravilo 1. poglavlje IlI. Priloga VIII. Uredbe (EU) 2017/745), ¢ija je
predvidena namjena upotreba s oftalmoloskim le¢ama za korekciju poremecaja vida u
proizvodnji naocala za vid.

Nadalje, izjavljuje da su sukladne s Uredbom (EU) 2017/745 u pogledu medicinskih proizvoda i
normom EN ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

Predsjednik Upravnog odbora

ou.-L' A Rl Lz o

Jedinstveni registracijski broj proizvodaca: IT-MF-000005996

Osnovni UDI-DI: 8058692MT030YL
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(PL) DEKLARACJA ZGODNOSCI UE

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Wtochy, NIP: 02018040127,
jako producent, oswiadcza, na swojg wtasng i wytaczng odpowiedzialnos$é, ze oprawki do okularéw
korekcyjnych

MODEL: F0650

we wszystkich wariantach (koloréw i rozmiaréw),

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

sg wyrobem medycznym Klasy | (Reguta 1 Rozdziat Il Zatacznika VIII Rozporzadzenia (WE)
2017/745), ktory przeznaczony jest do produkcji okularéw do korekcji wad wzroku, w potaczeniu
z soczewkami optycznymi.

Producent deklaruje ponadto, ze wyréb jest zgodny z Rozporzadzeniem (WE) 2017/745
w sprawie wyrobow medycznych oraz z wymaganiami normy EN ISO 12870:2018.

Vedano Olona, 02/07/2025

Francesco Conti

Prezes Zarzadu

ou_.L' A ety € £

Unikalny numer rejestracyjny producenta: IT-MF-000005996

UDI-DI Bazy: 8058692MT030YL
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arouno PreopPle

(RO) DECLARATIA DE CONFORMITATE UE

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italia, cod de platitor TVA
02018040127, in calitate de producator, declara pe propria raspundere ca rama de ochelari de
vedere

MODELUL FO650

n toate variantele acesteia (culori si dimensiuni)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

este un dispozitiv medical din clasa | (Regula 1 Capitolul 1l al Anexei VIII la Regulamentul (UE)
2017/745) destinat utilizarii, in fabricarea a ochelarilor de vedere, impreuna cu lentile
oftalmologice pentru corectarea defectelor de vedere.

Declara, de asemenea, ca rama respecta prevederile Regulamentului (UE) 2017/745 privind
dispozitivele medicale si standardul SR ISO 12870:2018.

Vedano Olona, 02/07/2025

Francesco Conti

Presedintele Consiliului de Administratie

ou_-L. A Bt g 2

Numar unic de inregistrare al producatorului: IT-MF-000005996

UDI-DI de baza: 8058692MT030YL
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(SK) EU VYHLASENIE O ZHODE

Centro Style S.p.A. so sidlom via G.D. Martinengo 7, 21040 Vedano Olona (VA), Taliansko, IC DPH
02018040127, ako vyrobca na vlastnt zodpovednost vyhlasuje, Ze dioptricky ram

MODEL F0650

vo vSetkych variantoch (farby a velkosti)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

je zdravotnicka pomocka triedy | (Pravidlo 1 Kapitola Ill priloha VIII Nariadenia (EU) 2017/745),
ktorej zamyslané pouZitie je spojenie s dioptrickymi SoSovkami na korekciu zrakovych chyb pocas
procesu vyroby dioptrickych okuliarov.

TieZ vyhlasuje, Ze vyrobok je v stlade s nariadenim (EU) 2017/745 o zdravotnickych pomdckach a
s normou EN I1SO 12870:2018.

Vedano Olona, 02/07/2025

Francesco Conti

Predseda predstavenstva

th' J\-':b‘-\.t'_.uu

Jedinec€né registracné Cislo vyrobcu: IT-MF-000005996

Zakladné UDI-DI: 8058692MT030YL


https://sk.wikipedia.org/w/index.php?title=Predstavenstvo&action=edit&redlink=1
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(SLO) 1ZJAVA EU O SKLADNOSTI

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italija, ID za DDV
02018040127, v vlogi proizvajalca, pod svojo izklju¢no odgovornostjo, izjavlja, da okvir

MODEL F0650

v vseh svojih razlicicah (barvah in velikostih)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

je medicinski pripomocek razreda | (pravilo 1 v poglavju I Priloge VIIl k Uredbi (EU) 2017/745),
kjer je predvidena raba zdruZzitev, pri proizvodnji korekcijskih ocal, z oftalmoloskimi lecami za
korekcijo napak vida.

Nadalje izjavlja, da je izdelek skladen z Uredbo (EU) 2017/745 o medicinskih pripomockih in s
standardom EN ISO 12870:2018.

Vedano Olona, 02/07/2025

Francesco Conti

Predsednik uprave

ou.-L' A Bty €2 £

Enotna registracijska Stevilka proizvajalca: IT-MF-000005996

Osnovni UDI-DI: 8058692MT030YL
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(LV) ES ATBILSTIBAS DEKLARACIJA

Centro Style S.p.A., via G.D. Martinengo 7, 21040 Vedano Olona (VA), Italija, PVN ID kods
02018040127, ka raZzotajs uz savu atbildibu pazino, ka optiskais ramis

MODELIS FO650

visos ta variantos (krasas un izmeéros)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

ir | klases (Regulas (ES) 2017/745 VIl pielikuma 1. noteikuma Ill nodala) ir medicinas ierice kuru
paredzétais lietojums ir brillu raZoSana ar oftalmologiskam lecam redzes defektu novérsanai.

Tas ari pazino, ka ta atbilst Regulai (ES) 2017/745 par medicinas iericém un EN ISO 12870: 2018
standartam

Vedano Olona, 02/07/2025

Francesco Conti

Valdes priekssédétajs

ou__L' A ety €2 £

Razotaja unikalais registracijas numurs: IT-MF-000005996

Pamata UDI-DI: 8058692MT030YL
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(RUS) AEKNAPALMA O COOTBETCTBMU CTAHOAPTAM EC

Centro Style S.p.A., pacnonoxeHHas no agpecy: via G.D. Martinengo 7, 21040 Vedano Olona
(VA), Utanus, cuet HOC 02018040127 B KayecTBe NPOU3BOAUTENA NOA, COOCTBEHHYIO
3KCK/1I03UBHYO OTBETCTBEHHOCTb 3aAB/ISIET, YTO ONpPaBa

MOZJE/b F0650

BO BCEX BApPUaAHTax (BCEX OTTEHKOB U pasmepOB)

F065053354000-F065053355000-F065053356000-F065055354000-F065055355000-
F065055356000-F065057354000-F065057355000-F065057356000

ABNAETCA MeANUMHCKMM npucnocobneHmnem | Knacca (Mpasuno 1 Mnaea lll npunoxkenuma Vi
PernamenTa (EC) 2017/745), KoTopoe Heob6x04MMOo A7 NPOU3BOACTBA KOPPEKLMOHHbIX OYKOB U
OO0MONIHAETCA IMH3aMK ANA KoppPeKuun aedeKkToB 3peHuns.

MpounsBoguTeNb TaKKe 3aABASET, YTO U3AeNne COOTBETCTByeT TpeboBaHuaMU PernamenTa (EC)
2017/745, NpUMEHUMbIM K MeAULMHCKMM npucnocobneHnam, u Hopme EN 1ISO 12870:2018

Vedano Olona, 02/07/2025

Francesco Conti

MNpeacepatenbntip.A.BKaMHHbIM JUpeKTnBO

ou.-L' A Pt €2 2

YHUKaNbHbI HOMep perncTpauunm npomnssogutens: IT-MF-000005996

Basosbiii Koa UDI-DI: 8058692MT030YL



