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Dichiarazione di conformita UE

LOOK OCCHIALI S.r.l.

Numero di registrazione unico del fabbricante IT-MF-000028641

In qualita di fabbricante, sotto la propria esclusiva responsabilita
DICHIARA

che la Montatura da Vista

Modello 10441.56
Misure 56 019 125

Colori 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

UDI-DI di base 8028428000000Q02100201BCQ

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

DICHIARA INOLTRE

Che essa e conforme al Regolamento (UE) 2017/745 relativo ai Dispositivi Medici ed alla norma

EN ISO 12870.
Longarone (BL), 10/12/2023 (mese-giorno-anno) /
Firmato a nome e per conto di LOOK OCCHIALIS.r/l.

Il Legale Rappresentante Vittore Torme

Ver. | ITALIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
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EU Declaration of Conformity

LOOK OCCHIALI S.r.l.
Unique manufacturer registration number IT-MF-000028641

as manufacturer and under its sole responsibility
HEREWITH DECLARE

That the Spectacle Frame

Model 10441.56

Sizes 56 019 125

Colors 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,

M15, M17, M19, M20, M21, M22

Basic UDI-DI 8028428000000Q02100201BCQ

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.

Longarone (BL), 10/12/2023 (month-day-year)
Signed for and on behalf of

The Legal Representative

Ver. GB GR. BRETAGNA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchiali.it
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EU Megfeleléségi Nyilatkozat

LOOK OCCHIALI S.r.1.
A gyart6 egyedili regisztracids szama IT-MF-000028641

gyartéi minéségeben, sajat felel6ssége tudataban
Tudataban KIJELENTI

hogy az optikai keret

Modell 10441.56

Méretek 56 o 19 125

Szinek 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Alapvet6 eszkbzazonosité szam
8028428000000Q02100201BCQ

Ez egy |. osztalyba tartozé orvostechnikai eszkdz (2017/745 (EU) Rendelkezés VIII. Melléklet IIl.
fejezet 1. szabalya) amely célzott hasznalata a latashibéakat javitoé dioptrias szemuvegekkel,

kontaktlencsék k6z6s hasznalat.

EZEN KiVUL KIJELENTI

Hogy megfelel az Orvostechnikai Eszkdzokre vonatkoz6 2017/745 (EU) rendelkezésnek és az
EN-ISO 12870 szabvanynak.

Longarone (BL), 10/12/2023 (honap-nap-év) /
Alairva alulirott nevében és megbizasabdl LOOK/OCCHIALI Sr.l.
] /

A jogi képviseld

Ver. H UNGHERIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 3/ 26
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EC Jdexnapanus 3a ChroTBeTcTBHE

LOOK OCCHIALI S.r.l.

YHuKaneH permctpalmoHeH Homep Ha npoussoauTtens IT-MF-000028641

B KQUECTBOTO CY Ha MPOW3BOAMTEN, Ha CBOSI COGCTBEHA OTTOBOPHOCT
OEKINAPUPA

ye Pamku 3a Oumna

Mogen 10441.56

Pa3smepn 56 o019 125

LiBeToBe 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

OcHoeHu UDI - DI 8028428000000Q02100201BCQ

E meguumHcko nsgenue ot knac | (Mpasuno 1, Maea lll ot npunoxenue VIl ot PernameHt (EC)
2017/745), ynaTto ocHoBHa ynoTpeba e KoMBUHMpaHe ¢ NpeanMCBaHN OYHM NeLwm 3a KOpeKkuna Ha

3pUTENHU AedeKkTn.
AOEKNAPUPA CbLLO

YUe e B cboTBeTCcTBUE C PernameHnT (EC) 2017/745 OTHOCHO MEANUUHCKUTE U3Oenust u ctaHgapT
EN ISO 12870.

Longarone (BL), 10/12/2023 (MeceyHOTO-AEeH-ToANHa)
NognucaHa oT MMETO K 3a CMeTKa Ha

3aKOHHUAT N peacraBuTen

Ver. BG BULGARIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
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EU Prohlaseni o Shodé

LOOK OCCHIALI S.r.l.

Jedinec¢né registracni Cislo vyrobce IT-MF-000028641

Jako vyrobce, na svoji vlastni zodpovédnost
PROHLASUJE

ze Dioptricky Ram

Model 10441.56

Rozméry 56 0 19 125

Barva 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Zakladni UDI-DI 8028428000000Q02100201BCQ

Je zdravotnicky prostfedek tfidy | (Pravidlo 1 Kapitola Ill Pfiloha VIII Nafizeni (EU) 2017/745),
jehoz zamyslené pouziti je slouceni s dioptrickymi ¢ockami na korekci zrakovych vad béhem

vyroby dioptrickych bryli.
DALE PROHLASUJE

Ze vyrobek je v souladu s nafizenim (EU) 2017/745 o zdravotnickych prostfedcich a s normou EN

ISO 12870.

Longarone (BL), 10/12/2023 (mésic-den-rok)
Podepsané za a jménem

Zastupce pravni

Ver. CZ REPUB.CECA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 5/ 26
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EU-overensstemmelseserklzring

LOOK OCCHIALI S.r.l.

Fabrikantens individuelle registreringsnummer IT-MF-000028641

I sin egenskab af fabrikant, under eget ansvar
ERKLARER

At Brillestellet

Model 10441.56

Dimensioner 56 o0 19 125

Farver 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Den grundlaeggende UDI-DI 8028428000000Q02100201BCQ

Er et medicinsk udstyr i klasse | (Regel 1 Kapitel 1l i bilag VIl til Forordning (EU) 2017/745) hvis
forudsete anvendelse er associationen med oftalmologiske linser til korrektion af synsfejl ved

fremstilling af optiske briller.
Det erkleeres desuden

Den er i overensstemmelse med forordning (EU) 2017/745 vedrgrende Medicinske udstyr og med
standard EN 1SO 12870.

Longarone (BL), 10/12/2023 (maned-dag-&r)
Underskrevet for og pa vegne af LOOK OCCHIAL} S 1.l.

Den juridiske repraesentant Vittor{’ Tormen |

Ver. DK DANIMARCA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 6 / 26
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EU-Konformitatserklarung

LOOK OCCHIALI S.r.l.

Einmalige Registrierungsnummer des Herstellers IT-MF-000028641

in ihrer Eigenschatft als Hersteller und unter seiner alleinigen Verantwortung und Haftung
ERKLART

Das der Korrektionsgestell

Modell 10441.56

Messungen 56 o019 125

Farben 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Basis-UDI-DI 8028428000000Q02100201BCQ

Ein Medizinprodukt der Klasse | (Regel 1 Kapitel Ill Anhang VIII 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.

Longarone (BL), 10/12/2023 (monat-tag-jahr)
Gezeichnet im Namen und auf Rechnung der

Der gesetzliche Vertreter

Ver. D GERMANIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 7 / 26
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Déclaration de conformité UE

LOOK OCCHIALI S.r.l.

Numéro d'enregistrement unique du fabricant IT-MF-000028641

en tant que fabricant et sous sa seule responsabilité
DECLARE

gue la Monture Optique

Modele 10441.56

Mesures 56 0 19 125

Couleurs 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

IUD-ID de base 8028428000000Q02100201BCQ

Est un dispositif médical de classe | (Régle 1, Chapitre Ill 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 DECLARE EN OUTRE

Que ce produit est conforme au Réglement (UE) 2017/745 relatif aux dispositifs médicaux et a la
norme EN ISO 12870.

Longarone (BL), 10/12/2023 (mois-jour-année)
Signé au nom et pour le compte de LOOK/OCCHIALI Sir.l.

(N _J
Le représentant légal Vitto(r Tormen

Ver. F FRANCIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 8 / 26
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EU Izjava o sukladnosti

LOOK OCCHIALI S.r.l.
Jedinstveni registracijski broj proizvodaca IT-MF-000028641

u svojstvu proizvodaca, pod iskljuCivom vlastitom odgovornoScu
IZJAVLIUJE

da je Naocale za Vid

Model 10441.56

VeliCina 56 0 19 125

Boje 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Osnovni UDI-DI 8028428000000Q02100201BCQ

Medicinski proizvod I. klase (pravilo 1. poglavlje Ill. Priloga VIII. Uredbe (EU) 2017/745), Cija 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.

Longarone (BL), 10/12/2023 (mjesec-dan-godina) , /
Potpisano u ime i za racun LOOK QCCHIALIS.1l.

Zakonski zastupnik

Ver. HR CROAZIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 9/ 26
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Deklaracja zgodnosci UE

LOOK OCCHIALI S.r.l.

Unikalny numer rejestracyjny producenta IT-MF-000028641

Jako producent, na swojg wiasng i wytgczng odpowiedzialnosc
OSWIADCZA

Ze Oprawki do Okularéw Korekcyjnych

Model 10441.56
Wymiary 56 019 125

Kolor 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

UDI-DI Bazy 8028428000000Q02100201BCQ

Sg wyrobem medycznym Klasy | (Reguta 1 Rozdziat Il Zatgcznika VIII Rozporzadzenia (WE)
2017/745), ktéry przeznaczony jest do produkcji okularéw do korekcji wad wzroku, w potgczeniu z

soczewkami optycznymi.
DEKLARUJE PONADTO

Ze wyrob jest zgodny z Rozporzadzeniem (WE) 2017/745 w sprawie wyrobéw medycznych oraz z
wymaganiami normy EN 1SO 12870.

Longarone (BL), 10/12/2023 (miesiac-dzien-rok)
Podpisano w imieniu i na rzecz LOOK OCCHIAL

[ I
Przedstawiciel prawny Vitton‘/ Tormen |

Ver. PL POLONIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
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Declaracdo de Conformidade UE

LOOK OCCHIALI S.r.l.

Numero de registo Unico do fabricante IT-MF-000028641

Em qualidade de fabricante, sob a propria responsabilidade exclusiva
DECLARA

Que a Armacdes para Oculos

Modelo 10441.56

Dimensdes 56 0 19 125

Cores 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

UDI-DI basico 8028428000000Q02100201BCQ

E um dispositivo médico de classe | (Regra 1 Capitulo Il do anexo VIII do Regulamento (UE)
2017/745) cuja utilizacéo prevista € a associacdo, no fabrico de 6culos de grau, a lentes

oftdlmicas para a correcdo de defeitos visuais.
DECLARA TAMBEM

Que esta em conformidade com o Regulamento (UE) 2017/745 relativo aos Equipamentos

médicos e com a norma EN ISO 12870.

Longarone (BL), 10/12/2023 (més-dia-ano)
Assinado por e em nome de

O representante legal

Ver. P PORTOGALLO

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 11 /26
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Declaratia de conformitate UE

LOOK OCCHIALI S.r.l.

Numar unic de Tnregistrare al producatorului IT-MF-000028641

Tn calitate de producator, pe proprie rdspundere
DECLARA

Ca Rama de Ochelari de Vedere

Model 10441.56

Dimensiuni 56 0 19 125

Culori 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

UDI-DI de baza 8028428000000Q02100201BCQ

Este un dispozitiv medical din clasa | (Regula 1 Capitolul Il 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.

Longarone (BL), 10/12/2023 (una-zi-an)
Semnat pentru si in numele

Reprezentantul legal

Ver. RO ROMANIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 12/ 26


mailto:info@lookocchiali.it

@

made in ltalia

Vyhlasenie o zhode EU

LOOK OCCHIALI S.r.l.

Jedine¢né registracné Cislo vyrobcu IT-MF-000028641

ako vyrobca, na svoju vlastnu zodpovednost

VYHLASUJE

Ze Dioptricky Ram

Model 10441.56

Rozmery 56 019 125

Farba 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Zakladné UDI-DI 8028428000000Q02100201BCQ

Je zdravotnicka pomécka 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

ISO 12870.

Longarone (BL), 10/12/2023 (mesiac-deii-rok)
Podpisané za a v mene

Pravny zastupca

Ver. SK REP.SLOVACCA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchiali.it
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Izjava EU o Skladnosti

LOOK OCCHIALI S.r.l.

Enotna registracijska Stevilka proizvajalca IT-MF-000028641

v vlogi proizvajalca, pod svojo izklju¢no odgovornostjo
IZJAVLJIA

da Okvir

Model 10441.56

Dimenzije 56 019 125

Barve 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Osnovni UDI-DI 8028428000000Q02100201BCQ

Je medicinski pripomocek razreda | (pravilo 1 v poglavju Ill Priloge VIII k Uredbi (EU) 2017/745),
kjer je predvidena raba zdruzitev, 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.

Longarone (BL), 10/12/2023 (mesec-dan-leto)
Podpisano za in v imenu

Zakoniti zastopnik

Ver. SLO SLOVENIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
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EU-Forsakran om Overensstammelse

LOOK OCCHIALI S.r.l.

Tillverkarens unika registreringsnummer IT-MF-000028641

i egenskap av tillverkaren, under eget ansvar
FORSAKRAR

att Glasdgonbagen

Modell 10441.56

Dimensioner 56 o0 19 125

Farger 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Grundlaggande UDI-DI 8028428000000Q02100201BCQ

Ar en medicinsk enhet i klass | (regel 1 kapitel Ill i bilaga VIII till (EVU) férordning 2017/745), vars

avsedda anvandning galler korrigering av synfel vid tillverkning av slipade glasdgon.
FORKLARAR HAN OCKSA

Att den uppfyller kraven i (EU) forordningen 2017/745 om medicintekniska samt standarden EN
ISO 12870.

Longarone (BL), 10/12/2023 (manad-dag-&r)
Undertecknat for LOOK OCCHIALI S.r.l.

Den juridiska representanten

Ver. S SVEZIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
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Declaracion UE de Conformidad

LOOK OCCHIALI S.r.l.

Numero de registro tnico del fabricante IT-MF-000028641

Como fabricante, bajo su propia y exclusiva responsabilidad
DECLARA

gue la Montura de Gafas Graduadas

Modelo 10441.56
Dimensiones 56 0 19 125

Colores 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

UDI-DI basico 8028428000000Q02100201BCQ

Es un producto sanitario de clase | (Regla 1, capitulo IIl 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.

TAMBIEN DECLARA

Que cumple con el Reglamento (UE) 2017/745 relativo a los productos sanitarios y con la norma
EN 1SO 12870.

Longarone (BL), 10/12/2023 (mes-dia-afio)

Firmado en nombre y por cuenta de LOOK/OCCHIAL
/’ I

El representante legal Vittoir Tormen |

Ver. E SPAGNA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
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ELi Vastavusdeklaratsioon

LOOK OCCHIALI S.r.l.
Unikaalne tootja registreerimisnumber IT-MF-000028641

Tootjana ja vastutades ainuisikuliselt
DEKLAREERIB

et Prilliraam

Mudel 10441.56

Moodud 56 o 19 125

Varv 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Pohi UDI-DI 8028428000000Q02100201BCQ

On | klassi meditsiiniseade Euroopa Parlamendi ja N6ukogu maaruse 2017/745 VIl lisa kolmanda
peatiki 1. reegli mottes, mis on mdeldud kasutamiseks seoses prillide ja oftalmoloogiliste l&&tsede

valmistamisega ndgemise korrigeerimiseks.

SAMUTI DEKLAREERIB

Et see on vastavuses nii Euroopa Parlamendi ja Noukogu maaruses 2017/745 toodud satetega

meditsiiniseadmete kohta kui ka EN 1SO 12870 standardiga.

Longarone (BL), 10/12/2023 (kuu-paev-aasta)
Allkirjastatud nimel LOOK OCCHIALES..I.
, ,

T o
Seaduslik esindaja Vittorg|Tormen |

Ver. EW ESTONIA
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EU-Vaatimustenmukaisuusvakuutus

LOOK OCCHIALI S.r.l.
Valmistajan rekisterinumero IT-MF-000028641

valmistaja, yksinomaisella vastuullaan

VAKUUTTAA

ettd Silmalasinkehykset

Malli 10441.56

Mitat 56 o0 19 125

Varit 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Yksil6llinen UDI-DI-tunniste 8028428000000Q02100201BCQ

Ovat luokan | laakinnallinen laite (asetuksen (EU) 2017/745 liitteen VIII 11l luvun saanto 1), jolle
tarkoitettu kayttd on yhdistaminen nakovirheiden korjaamiseen maaréattyihin oftalmisiin linsseihin

silmalasien valmistamiseksi.

VAKUUTTAA LISAKSI

Etta ne ovat ladkinnallisia laitteita koskevan asetuksen (EU) 2017/745 ja standardin EN ISO 12870

mukaiset.

Longarone (BL), 10/12/2023 (kuukausi-péivé-vuosi) /
Valmistajan puolesta allekirjoittanut LOOK QCCHIALI S.r.l.

Laillinen edustaja

Ver. FIN FINLANDIA

:\\’/ "4
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ES Atitikties Deklaracija

LOOK OCCHIALI S.r.l.

Unikalusis gamintojo registracijos numeris IT-MF-000028641
kaip gamintojas, prisiimdamas iSimtine atsakomybe
PATVIRTINA

kad Akiniy Rémeliai

Modelis 10441.56
Matai 56 o 19 125

Spalvos 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

Bazinis UDI-DI 8028428000000Q02100201BCQ

Yra medicinos priemoné priklausantys | klasei (kaip numato ES Reglamento 2017/745, VI
priedo, Il skyriaus, 1 taisyklé ) ir jy naudojimas siejamas su akiniy rémeliy, j kuriuos tvirtinami

oftalmologiniai leSiai regéjimui pakoreguoti, gamyba.

TUO PACIU PATVIRTINA

Kad gaminys atitinka ES Reglamento 2017/745 nuostatas dél medicinos priemoniy bei darnyjj
standartg EN 1SO 12870.

Longarone (BL), 10/12/2023 (meénuo-diena-metai) /
Uz kg ir kieno vardu pasirasSyta LOOK OCCHIALLS. .
Teisés atstovas Vittor/é Tormen

Ver. LT LITUANIA
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ES Atbilstibas Deklaracija

LOOK OCCHIALI S.r.l.

Razotaja unikalais registracijas numurs IT-MF-000028641

ka razotajs, un uz savu atbildibu

PAZINOJAM

ka Optiskais Ramis

Modelis 10441.56

Méerfjumi 56 0 19 125

Krasas 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Pamata UDI-DI 8028428000000Q02100201BCQ
Ir | klases (Regulas (ES) 2017/745 VIl pielikuma 1. noteikuma Ill nodala) ir medicinas ierice kuru
paredzétais lietojums ir brillu razoSana ar oftalmologiskam lIécam redzes defektu novérsanai.
TAS ARI PAZINO

Ka ta atbilst Regulai (ES) 2017/745 par medicinas iericém un EN ISO 12870 standartam.

Longarone (BL), 10/12/2023 (ménesis-diena-gads) /
Parakstits varda LOOK @CCHIALI S.r.l.
1

Juridiskais parstavis Vittorg Tormen

Ver. LV LETTONIA
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Afhoon XZvppépenong EE

LOOK OCCHIALI S.r.l.

Eviaiog apiBudg katayxwplong Tou katackeuaoTr IT-MF-000028641

ME TNV 1810TNTA TOU KATACKEUAOTI], ME OIKI TOU OTTOKAEIOTIKI) EUBUVN
AHAQNEI

OTI 0 ZKEAETOG OpAoEwS

Movtého 10441.56

MeTtprioeic 56 o0 19 125

Xpwpuara 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

Baoiké UDI-DI 8028428000000Q02100201BCQ

Eival iatpotexvoAoyikd 1Tpoidv katnyopiag | (ApBpo 1 KepdAaio Il Tou rapaptriparog VI Tou
Kavoviouou (EE) 2017/745), n TipoBAETTOUEVN XPAON TOU OTTOIOU €ival N oUVOECT] TOu, KATA TNV

KATOOKEUN YUOAIWYV OpACEWS, HE OPOAAUIKOUG QaKOUG yIa TN 10pOwWoN TWV OTITIKWY ATEAEIWV.

AHAQNEI EMzZHZ

OT11 ouppop@wvetal e Tov kavoviopo (EE) 2017/745 oxeTika pe Ta latpoTtexvoAoyikd Mpoidvta Kai

pe 1o TTpoTuTTo EN ISO 12870.

Longarone (BL), 10/12/2023 (MAVag-NUEPO-ETOG)
YTroypd@nKe £ ovOuaTOG Kal yia AOyapIaouo

O VOUIPOG eKTTPOOWTTOG

Ver. GR GRECIA
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EU-Conformiteitsverklaring

LOOK OCCHIALI S.r.l.

Uniek registratienummer van de fabrikant IT-MF-000028641

in zijn hoedanigheid van fabrikant, onder zijn eigen verantwoordelijkheid
VERKLAART

dat het Brilmontuur

Model 10441.56

Metingen 56 o0 19 125

Kleur 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

Basic UDI-DI 8028428000000Q02100201BCQ

Een medisch hulpmiddel is van klasse | (Regel 1, Hoofdstuk IlI van bijlage VIII van Verordening
(EVU) 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 ISO 12870.

Longarone (BL), 10/12/2023 (maand-dag-jaar)
Ondertekend namens en voor rekening van

De wettelijke vertegenwoordiger

Ver. NL PAESI BASSI
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Dearbhl comhréireachta an AE

LOOK OCCHIALI S.r.l.
Uimhir chlartchain uathuil an mhonaréra IT-MF-000028641

mar mhonaroir agus faoi ar bhfreagracht amhain
DEARBHAN

na an Frama Optuil

Samhail 10441.56
Bearta 56 o0 19 125

Dathanna 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

UDI-DI bunutsach 8028428000000Q02100201BCQ

Is feiste leighis aicme | € (Riail 1 Caibidil lll d’larscribhinn VIII de Rialachan (AE) 2017/745) arb é
an Usaid ata beartaithe aici na an comhlachas, i monara spéaclai, le lionsai oftalmacha chun

lochtanna amhairc a cheartd.

DEARBHAIONN SE FREISIN

Go gcomhlionann sé Rialachan (AE) 2017/745 a bhaineann le Feisti Leighis agus le caighdean
EN 1SO 12870.

Longarone (BL), 10/12/2023 (mi-1a-bhliain)
Sinithe le haghaidh agus thar ceann

An t-ionadai dlithiuil

Ver. IRL IRLANDA
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Dikjarazzjoni ta 'Konformitata' |-UE

LOOK OCCHIALI S.r.l.

Numru ta' registrazzjoni uniku tal-manifattur IT-MF-000028641

Bhala manifattur, taht ir-responsabbilta unika tieghu
JIDDIKJARA

Li I-Qafas Ottiku

Mudell 10441.56
Mizuri 56 o 19 125

Kuluri 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

UDI-DI Baziku 8028428000000Q02100201BCQ

Huwa apparat mediku tal-klassi | (Regola 1 Kapitolu Il tal-Anness VIII tar-Regolament (UE)
2017/745) li I-uzu intenzjonat tieghu huwa l-asso¢jazzjoni, fil-manifattura ta 'nuccalijiet, b'lentijiet

oftalmic¢i ghall-korrezzjoni ta' difetti vizwali.

JIDDIKJARA WKOLL

Li jikkonforma mar-Regolament (UE) 2017/745 relatat mal-Apparat Mediku u mal-istandard EN
ISO 12870.

Longarone (BL), 10/12/2023 (xahar-jum-sena)
Iffirmat fl-isem u fisem

Ir-Rapprezentant Legali

Ver.M MALTA
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JNEKJIAPAIINJA O YCATJTAHNIEHOCTUA EY
LOOK OCCHIALI S.r.l.

JeanHCcTBEHM perncTpaunoHn 6poj npomseohava IT-MF-000028641

Kao npowussohay, nog UCKIbYy4MBOM OAroBopHOLLNY
U3JABJbYJE

[a OUNONTPUJCKM OKBUPK

MOOEN 10441.56

Mepe 56 o019 125

Boje 10151, 10152, M1, M4, M5, M8, M9, M10, M11, M13,
M15, M17, M19, M20, M21, M22

OcHosHu UDI-DI 8028428000000Q02100201BCQ

npegcrasrbajy MmeamumnHcko cpencteo | knace (npasuno 1, nornaerse |l npunora VI Ypen6te
(EY) 2017/745) Hamen-eHO Kopuwhehy y3 OMONTPUjCKa CTakna Koja ce yrpahyjy y okBupy
npou3BOgH-€ Hao4apa 3a BUA 1 Koja ce usaajy y3 peuent pagu Kopekuuje snaa.

NMOPEQ TOrA, NPOU3BOHAY U3JABIbYJE

Mopep Tora, nponssohay usjaBrbyje Aa Ccy okBMpu ycarnawenu ca Ypenoom (EY) 2017/745 kojom

ce ypehyjy meguumnHcka cpeactea, Kao 1 ca ctaHgapgom EN 1ISO 12870.

Longarone (BL), 10/12/2023 (Meceu aaH roguHa) /
MoTnucaHo 3a n y ume LOOK OCCHIALI S.r /.
]

3aKOHCKW 3aCTyMHUK (

Ver. SR SERBIA

LOOK OCCHIALI S.r.l. Z.l.. Villanova, 19 - 32013 Longarone (BL) - Italia
Tel: +39 0437-573060 Fax: +39 0437-573070 e-mail: info@lookocchialit Cod. M_73_50 Rev. 13 - 2510512022 P. 25/ 26


mailto:info@lookocchiali.it

®

made in ltalia

AB UYGUNLUK BEYANI

LOOK OCCHIALI S.r.l.
Ureticinin benzersiz kayit numarasi IT-MF-000028641

uretici vasfiyla ve kendi sorumlulugu altinda olmak tzere

BEYAN EDER

GozIuk cercevesi

Modeli 10441.56

Olguleri 56 019 125

Renkleri 10151, 10152, M1, M4, M5, M8, M9, M10, M11,
M13, M15, M17, M19, M20, M21, M22

Temel UDI-DI 8028428000000Q02100201BCQ

2017/745 sayih AB Yonetmeligi Ek VIII dahilindeki Kural 1 Bélim 1l dogrultusunda Sinif | tibbi
cihaz oldugunu ve optik gozluk tretimindeki hedeflenen kullanim amacinin, gérme kusurlarini

duzeltmek tzere optik gézlik camlariyla beraber kullaniimak oldugunu beyan eder.

ILAVE BEYANLAR

Ayrica, EN ISO 12870 normlarina ve Tibbi Cihazlara iliskin 2017/745 no.lu AB Ydnetmeligi ile

uyumlu oldugunu beyan eder.

Longarone (BL), 10/12/2023 (ay giin yil)

Adina ve adina imzalanmistir. LOOK OCCHIAL}S 2l
] ,

Yasal Temsilci Vittore Tormen |

Ver. TR TURCHIA
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