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(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
I'occhiale da lettura

MODELLO R0094

in tutte le sue varianti (colori e dimensioni):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

€ un dispositivo medico di classe | (Regola 1 Capo Il dell’allegato VIII del Regolamento (UE)
2017/745) il cui uso inteso & la correzione del difetto visivo della presbiopia semplice.

Dichiara inoltre che esso & conforme al Regolamento (UE) 2017/745 relativo ai Dispositivi Medici
e alla norma EN 14139:2010.

Vedano Olona, 09/06/2021

Francesco Conti

Presidente del Consiglio di Amministrazione

ab__L' L RO Y

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

UDI-DI di base: 8058692PR030Z7
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(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 reading glasses

MODEL R0094

in all its versions (colors and sizes):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

is a class | medical device (Rule 1 Chapter Ill of Annex VIII of (EU) Regulation 2017/745), which is
intended for correcting the vision problems of simple presbyopia.

Also declares that it is in conformity with the provisions of (EU) Regulation 2017/745 on Medical
Devices and with the standard EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Chairman of the board of directors

QI-.-L- A Do C 2y o

Unique manufacturer registration number: IT-MF-000005996

Basic UDI-DI: 8058692PR030Z7
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(FR) DECLARATION DE CONFORMITE UE

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

MODELE R0094

dans toutes leurs versions (couleurs et dimensions):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

représentent un dispositif médical de classe | (Regle 1, Chapitre 11l de I'annexe VIII du Reglement
(UE) 2017/745) congu pour corriger le défaut visuel de la presbytie simple.

Il déclare en outre que ce produit est conforme au Réglement (UE) 2017/745 relatif aux
dispositifs médicaux et a la norme EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Président du Conseil d’Administration

au—L‘ A Bl C2 e

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

IUD-ID de base: 8058692PR030Z7
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(DE) EU-KONFORMITATSERKLARUNG

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

MODELL R0094

in allen seinen Varianten (Farben und Abmessungen):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

ein Medizinprodukt der Klasse | (Regel 1 Kapitel Ill Anhang VIII Verordnung (EU) 2017/745) ist,
dessen beabsichtigter Zweck die Korrektur des Sehfehlers der einfachen Altersweitsichtigkeit ist.

Der Hersteller erklart auRerdem die Konformitit des Modells mit der Verordnung (EU) 2017/745
Uber Medizinprodukte und der Norm EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Prasident des Verwaltungsrates

DwL‘ A Rt €24 2m

Einmalige Registrierungsnummer des Herstellers: IT-MF-000005996

Basis-UDI-DI: 8058692PR030Z7
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(NL) EU-OVEREENSTEMMINGSVERKLARING

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italié, btw-nummer IT
02018040127, verklaart in de hoedanigheid van fabrikant, op eigen verantwoordelijkheid dat de
leesbril

MODEL R0094

in al zijn varianten (kleur en maten):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

een medisch hulpmiddel is van klasse | (Voorschrift 1 Hoofdstuk Il van bijlage VIII van de
verordening (EU) 2017/745) waarvan het beoogde gebruik bestaat in de correctie van het
visuele defect van ouderdomsverziendheid.

De fabrikant verklaart bovendien dat deze in overeenstemming is met de verordening (EU)
2017/745 betreffende medische hulpmiddelen en met de norm EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Voorzitter van de raad van bestuur

Qu_-L' e Bl C 2y o

Uniek registratienummer van de fabrikant: IT-MF-000005996

Basis UDI-DI: 8058692PR030Z7
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(ES) DECLARACION DE CONFORMIDAD UE

Centro Style S.p.A., Calle G. D. Martinengo n.2 7, 21040 Vedano Olona (VA), Italia, cédigo IVA
02018040127, como fabricante, bajo la propia y exclusiva responsabilidad, declara que las gafas
de lectura

MODELO R0094

en todas sus variantes (colores y tamafios):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

son un producto sanitario de clase | (Regla 1, capitulo Ill del anexo VIl del Reglamento (UE)
2017/745), cuyo uso previsto es la correccidn del defecto visual de la presbicia simple.

También declara que cumple con el Reglamento (UE) 2017/745 relativo a los productos
sanitarios y con la norma EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Presidente del Consejo de Administracion

_ﬂh—L‘ A Bl Gy o

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

UDI-DI basico: 8058692PR030Z7
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(PT) DECLARAGAO DE CONFORMIDADE UE

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 prépria responsabilidade exclusiva, declara que
os Oculos de leitura

MODELO R0094

em todas as suas variantes (cores e dimensdes):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

sdo um dispositivo médico de classe | (Regra 1 Capitulo Il do Anexo VIl do Regulamento (UE)
2017/745), cuja utilizago prevista é a corre¢do do defeito visual da presbiopia simples.

Declara ainda que estd em conformidade com o Regulamento (UE) 2017/745 relativo a
Dispositivos Médicos e com a norma EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Presidente do Conselho de Administragdo

Qu_-L' e Bl C 2y o

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

UDI-DI basico: 8058692PR030Z7
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(BG) EC AEKNAPALNA 3A CbOTBETCTBUE

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italia, gaHb4eH Homep
02018040127, KaTo npoM3BogmTeEN, HA CBOAT €4MHCTBEHA OTFTOBOPHOCT, AEeKAapupa, Ye ounnara
3a yeTeHe

MO/JE/1 R0O094

BbB BCMUKUTE My BapuaHTK (LLBETOBE W pasmepm):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

ca meauuMHCKOo usgenue ot knac | (Mpaswuno 1, Maga lll ot npunoxeHue VIl Kbm PernameHT
(EC) 2017/745), uneTo npeaHasHaYEHNE € KOPEKLUMA Ha 3pUTENHNA AedeKT Ha OBMKHOBEHa
npecéuonus.

CbLU0 TaKa Aeknapupa, ye otrosapa Ha PernamenT (EC) 2017/745 0THOCHO MeANUMHCKUTE
nsgenua un Ha ctaHgapta EN 14139: 2010.

BepaHo OnoHa,09/06/2021
Francesco Conti

Mpeaceparten Ha cbBeTa Ha AUpPEKTOpUTE

QU—L' e Rl 2y om0

YHUKaNeH perncrpaLmoHeH Homep Ha npoussogutena: IT-MF-000005996

OcHosen UDI-DI: 8058692PR030Z7
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(CZ) PROHLASENI O SHODE EU

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italie, DIC 02018040127,
jako vyrobce na svou vlastni odpovédnost prohlasuje, ze bryle na ¢teni

MODEL R0094

ve vsech svych variantach (barvy a velikosti):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

je zdravotnicky prostiedek t¥idy | (pravidlo 1 kapitola lll pFilohy VIII nafizeni (EU) 2017/745),
jehoz zamyslenym pouzitim je ndprava ocni vady jednoduché dalekozrakosti.

Rovnéz prohlasuje, Ze tento zdravotnicky prostfedek je v souladu s nafizenim (EU) 2017/745
tykajicim se zdravotnickych prostfedk( a s normou EN 14139: 2010.

Vedano Olona, 09/06/2021
Francesco Conti

Predseda spravni tady

ﬂh_L' A Bl C2g e

Jedinecné registracni Cislo vyrobce: IT-MF-000005996

Zakladni UDI-DI: 8058692PR030Z7
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(HR) EU IZJAVA O SUKLADNOSTI

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

MODEL R0094

u svim svojim inacicama (bojama i dimenzijama):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

medicinski proizvod . klase (pravilo 1. poglavlje lIl. Priloga VIII. Uredbe (EU) 2017/745), ¢ija je
predvidena namjena korekcija poremecaja vida — jednostavne prezbiopije.

Nadalje, izjavljuje da su sukladne s Uredbom (EU) 2017/745 u pogledu medicinskih proizvodai s
normom EN 14139:2010.

Vedano Olona, 09/06/2021

Francesco Conti

Predsjednik Ugravnog odbora

ﬂh_L' A Bl C2g e

Jedinstveni registracijski broj proizvodaca: IT-MF-000005996

Osnovni UDI-DI: 8058692PR030Z7
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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 dioptrické okuliare na
¢itanie

MODEL R0094

vo vsetkych variantoch (farby a velkosti):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

st zdravotnickou pomdckou triedy | (Pravidlo 1 Kapitola Il priloha VIII Nariadenia (EU)
2017/745), ktorej zamyslanym pouZitim je korekcia presbyopie.

Tie? vyhlasuje, Ze vyrobok je v stlade s nariadenim (EU) 2017/745 o zdravotnickych pomdckach a
s normou EN 14139:2010.

Vedano Olona, 09/06/2021

Francesco Conti

redseda predstavenstva

Qu—-L' e R, Cay om0

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

Zdkladné UDI-DI: 8058692PR030Z7
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(SLO) IZJAVA EU O SKLADNOSTI

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italija, ID za DDV
02018040127, kot proizvajalec pod svojo izkljuéno odgovornost izjavlja, da bralna ocala

MODEL R0094

v vseh svojih razli¢icah (barvah in velikostih):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

je medicinski pripomocdek razreda | (pravilo 1, poglavje Ill Priloge VIl k Uredbi (EU) 2017/745),
katerega namen je odprava okvare vida pri preprosti daljnovidnosti.

Nadalje izjavlja, da je v skladu z Uredbo (EU) 2017/745 o medicinskih pripomockih in standardom
EN 14139: 2010.

Vedano Olona, 09/06/2021

Francesco Conti

Predsednik upravnega odbora

Qu_-L' e Bl C 2y o

Enotna registrska Stevilka proizvajalca: IT-MF-000005996

Osnovni UDI-DI: 8058692PR030Z7
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(PL) DEKLARACJA ZGODNOSCI UE

Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Wtochy, NIP
02018040127, jako producent i na swojg wytaczng odpowiedzialnos¢, deklaruje, ze okulary do
czytania

MODEL R0094

we wszystkich swoich wariantach (kolorach i rozmiarach):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

sg wyrobem medycznym klasy | (Reguta 1, Ustep Il zatgcznika VIl do Rozporzadzenia (UE)
2017/745), ktérego przewidzianym uzyciem jest korekcja wady wzroku w postaci
nadwzrocznosci proste;j.

Deklaruje ponadto, iz wyrdb jest zgodny z Rozporzgdzeniem (UE) 2017/745 dotyczacym
wyrobow medycznych oraz normg EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Prezes Zarzgdu

0 O PO

Nr rejestru handlowego producenta: IT-MF-000005996

BUDI-DI: 8058692PR030Z7
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(RO) DECLARATIE DE CONFORMITATE UE

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

MODELUL R0O094

n toate variantele acestora (culori si dimensiuni):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

sunt un dispozitiv medical din clasa | (Regula 1 Capitolul 11l al Anexei VIl la Regulamentul (UE)
2017/745) a carui utilizare prevazuta este corectarea defectului de vedere prezbiopie simpla.

Declara, de asemenea, cd acesta este conform cu Regulamentul (UE) 2017/745 privind
dispozitivele medicale si cu norma EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

Presedintele Consiliului de Administratie

ﬂh_L' A Bl C2g e

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

UDI-DI de baza: 8058692PR030Z7
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(RUS) AEKNAPALIUA O COOTBETCTBMU CTAHOAPTAM EC

Centro Style S.p.A., pacnonoxeHHan no agpecy: via G.D. Martinengo 7, 21040 Vedano Olona
(VA), UTanus, cuer HAC 02018040127 B KayecTse Npon3BoguTeNs Noa CobCTBEHHYO
9KCK/H03MBHYIO OTBETCTBEHHOCTb 3aAB/IAET, YTO OYKU A8 YTEHUA

MO/JE/Ib RO094

BO BCEX BapuaHTax U3roToB/eHUA (LBeTax 1 pasmepax):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

ABNAETCA MeANLMHCKUM NpucnocobneHnem | knacca (npasuno 1, rnasa lll npunoxkerus VI
PernamenTa (EC) 2017/745), Ha3HayeHMe KOTOPOro COCTOUT B KOppPeKL MM aedeKTa 3peHus,
NPOABAAOLWErocs B BUAE NPOCTON Npecbuonum.

Mpov3BoauTeNb TaKKe 3asABASET, YUTO U3E/INEe COOTBETCTBYET TpeboBaHusaM PernameHnTa (EC)
2017/745, NpUMEHUMOTO K MEAULMHCKMM NpUcnocobieHnsam, n ctaHaapTa
EN 14139:2010.

r. BepaHo-OnoHa, 09/06/2021

Francesco Conti

Mpeagenatens cdBeTa AUPEKTOPOB

S S SO

YHUKaNbHbI HOMep perncrpauum npoussogutensa: IT-MF-000005996

Basosbit Kog UDI-DI: 8058692PR030Z7
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(EL) AHAQZH ZYMMOP®Q2zHZ EE

H Centro Style S.p.A., via G. D. Martinengo n.7, 21040 Vedano Olona (VA), Italia, etaipikd A.O.M.
02018040127, pe TNV LSLOTNTA TOU KATAOKEVOOTH, SNAWVEL UTIELBUVA OTL TA YUAALL 0PACEWG

MONTEAO R0094

o€ OAEC TG TP OANOYEG TOUG (XpWHOTA KOl LEYEDN):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

elval latpotexvoloyika mpoidvra katnyoplog | (Kavovag 1, Kedpalato 1l tou cuvnupévou VI
tou Kavoviopou (EE) 2017/745), n kUpLa xprion Twv omoiwv ival n 810pbwaon ontikwv
eAATTWHATWY ARG pecBLWLAC.

AnAwvel emtiong 6tL ouppopdwvovtal pe tov Kavoviouo (EE) 2017/745 mou adopd ta
LATPOTEXVOAOYLKA TTpoidvTa Kal e to tpdtumo EN 14139:2010.

Vedano Olona, 09/06/2021
Francesco Conti

MNpdedpog Alotkntikol ZuppBouliou

DwL‘ A Rt €24 2m

Movadikog aplBuog katoxwpLong kataokevaotr: IT-MF-000005996

Baowko UDI-DI: 8058692PR030Z7
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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, vienigi uz savu atbildibu un sava varda ka raZotajs ar So apliecina, ka brilles lasiSanai,

MODELIS R0094,

un visas ta versijas (krasas un izméri):

R009451001100B-R009451001150B-R009451001200B-R009451001250B
R009451170100B-R009451170150B-R009451170200B-R009451170250B

R009451172100B-R009451172150B-R009451172200B-R009451172250B

ir | klases mediciniskas ierices (Regulas (ES) 2017/745 VIl pielikuma Il nodalas 1. noteikums), kas
paredzétas vienkarsas presbiopijas redzes problému korigésanai.

Tas apliecina arf, ka $is ierices atbilst Regulas (ES) 2017/745, kas attiecas uz mediciniskam iericém, un
standarta EN 14139:2010 noteikumiem.

Vedano Olona, 09/06/2021

Francesco Conti

Valdes prijekssédétajs

QU—L' e Rl 2y om0

Unikalais razotaja registracijas numurs: IT-MF-000005996

Pamata UDI-DI: 8058692PR030Z7



