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EU DECLARATION OF CONFORMITY

According to Art. 19 of Regulation (EU) 2017/745 on Medical Devices

Manufacturer: Wenzhou Faith Import & Export Co.,Ltd.

7th,Alfa Mansion,Xincheng Rd, Wenzhou 325000, Zhejiang, China
Trademark: N. A.
SRN: CN-MF-000016720

European Representative:

Kingsmead Service B.V.
Zonnehof 36, 2632 BE, Nootdorp, the Netherlands

SRN:

NL-AR-000002066

Swiss Authorized Representative

CMC Medical Devices GmbH

Rigistrasse 3, 6300 Zug, Switzerland

Trade name:

Reading glasses

Product name:

Reading glasses

Product code / Catalogue number:

N.A.

Order NO.:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Classification acc. to MDR Ax. VIII;

Class I, rule 1

Applied Standard & Common
Specification:

EN ISO 14139:2010, EN ISO 15223-1:2021,
ISO 20417:2021

Conformity assessment
procedure:

Annex Il + Annex Il of MDR

CE certificate No.:

N.A.

Name and ID of the Notified Body:

N.A.

We, the manufacturer, herewith declare under our sole responsibility that the above-mentioned products meet the
provisions of the Regulation (EU) 2017/745 on Medical Devices (MDR). All supporting documentations are retained
under the premises of the manufacturer.
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Signature: Zhang Hongtu

Title: General Manager

Place: Wenzhou, Zhejiang, China
Date: Nov.15th,2025
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EU-KONFORMITATSERKLARUNG

GemaR Artikel 19 der Verordnung (EU) 2017/745 Gber Medizinprodukte

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Hersteller: Rd,Wenzhou 325000, Zhejiang, China
Marke: Nicht zutreffend
SRN: CN-MF-000016720

Europaischer Vertreter:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Niederlande

SRN:

NL-AR-000002066

Schweizer Bevollméchtigter:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Schweiz

Handelsname:

Lesebrillen

Produktname:

Lesebrillen

Produktcode / Katalognummer:

Nicht zutreffend

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

pest-Ar 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klassifizierung gem. MDR Anh.

VIII:

Klasse |, Regel 1

Angewandte Norm & Common
Specification:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Konformita
tshewertungsverfahren:

Anhang Il + Anhang Ill der MDR

CE-Zertifikat Nr.:

Nicht zutreffend

Name und ID der Benannten
Stelle:

Nicht zutreffend

Wir, der Hersteller, erklaren hiermit unter unserer alleinigen Verantwortung, dass die oben genannten Produkte den
Bestimmungen der Verordnung (EU) 2017/745 uber Medizinprodukte (MDR) entsprechen. Alle unterstutzenden
Dokumente werden auf dem Gelande des Herstellers aufbewahrt.

Unterschrift:

EM A=A

Zhang Hongtu WENZHOU FAITH TMPORT & EXPORT (0., LTD.

(U(A»J}AM? oy [

Titel: General Manager
Ort: Wenzhou, Zhejiang, China
Datum: 15. Nov. 2025
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AOEKNAPALNA 3A CbOTBETCTBUE HA EC

CwovrnacHo 4n. 19 ot PernameHT (EC) 2017/745 3a MeguUUHCKUTE U3genu

Mpounssoguren:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, China

TbproBcka mapka:

He e npunoxumo

SRN:

CN-MF-000016720

EBponenckn npegcraBuTen:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, HuaepnaHaus

SRN:

NL-AR-000002066

YnbnHoMoLleH npeacTaBuTen 3a
LWesenuyapus:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Wsenuapus

T'bpl'OBCKO HanmMmeHoBaHue:

YeTelwwm oumna

HanmeHoBaHMe Ha npoAaykra:

YeT1ewm oumna

Koa Ha npoaykTa / KatanoxeH HOMm
ep:

He e npunoxumo

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

flop- Ne: 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Knacudukauma courn. MpunoxeHu
e Vil Ha MDR:

Knac I, npasuno 1

MpunoxeHn ctaHgapT™M M o6Lwm cn
euundmkaumm:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

I'Ipouenypa 3a OUeHKa Ha CbOoTBeT
CTBUETO:

Mpunoxenwue Il + Mpunoxenue Il Ha MDR

Ne Ha cepTtudukar CE:

He e npunoxumo

Ume n npeHtucdukaTop Ha YBegom
€HUA opraH:

He e npunoxumo

Huve, nponsBoanTensT, eknapMpamMe cbC COOCTBEHA OTFOBOPHOCT, Y€ ropenoCcOYeHNTE NPOAYKTM OTTOBapAT Ha pas
nopenbute Ha PernameHT (EC) 2017/745 oTHocHO meamumHckute nagenusa (MDR). Beuyku nogkpenswmy JOKYMEHT
N Ce CbXpaHsABaT B NOMELLEHMATA Ha NPON3BOANTENS.

BT e A=
ENZEOY. BATTH THRORT._8, EXRRT 0 LT
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Mopnuc: Zhang Hongtu

OnbXHocT: "eHepaneH MEHNAXbP

MsacTo: Wenzhou, Zhejiang, China (
Dara: 15.11.2025
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PROHLASENI O SHODE EU

Dle ¢l. 19 Nafizeni (EU) 2017/745 o zdravotnickych prostfedcich

Vyrobce:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, China

Ochrana znamka:

Neni uvedeno

SRN:

CN-MF-000016720

Evropsky zastupce:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nizozemsko

SRN:

NL-AR-000002066

Svycarsky zmocnény zastupce:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Svycarsko

Obchodni nazev:

Cteci bryle

Nazev produktu:

Cteci bryle

Koéd produktu / Katalogové cislo:

Neni uvedeno

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

obl- ¢ 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasifikace dle MDR Pril. VIII:

Tfida I, pravidlo 1

Pouzité normy a specifikace:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Postup posouzeni shody:

Pfiloha Il + Pfiloha Ill MDR

Cislo certifikatu CE:

Neni uvedeno

Nazev a identifikator Oznameného
subjektu:

Neni uvedeno

My, vyrobce, timto prohlasujeme na svou vyhradni odpovédnost, Ze vySe uvedené produkty spliuji ustanoveni Nafi
zeni (EU) 2017/745 o zdravotnickych prostfedcich (MDR). Veskera podpurna dokumentace je uloZzena v prostorach

vyrobce. TR

Podpis: Zhang Hongtu miﬁ;&;ﬁfﬁﬁ?}?'
Titul: Generalni feditel "

Misto: Wenzhou, Zhejiang, China (b;(/!ﬂ‘f) /mf})

Datum: 15.11.2025

cz



EU-KONFORMITETSERKLZAERING

Ifglge artikel 19 i forordning (EU) 2017/745 om medicinsk udstyr

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Fabrikant: Rd,Wenzhou 325000, Zhejiang, China
Varemeerke: Ikke anvendt
SRN: CN-MF-000016720

Europeeisk repreesentant:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Holland

SRN:

NL-AR-000002066

Schweizisk autoriseret reprae
sentant:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Schweiz

Handelsnavn:

Laesebriller

Produktnavn:

Laesebriller

Produktkode / Katalognummer:

Ikke anvendt

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Ordrenr. 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klassifikation ifglge MDR Bilag
VIII:

Klasse I, regel 1

Anvendt standard & feelles
specifikation:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Konformitetsvurderingsprocedure

Bilag Il + Bilag Ill i MDR

CE-certifikat nr.:

Ikke anvendt

Navn og ID for den Notificerede
Myndighed:

Ikke anvendt

Vi, fabrikanten, erklaerer hermed under vores eget ansvar, at ovennasvnte produkter overholder bestemmelserne i
forordning (EU) 2017/745 om medicinsk udstyr (MDR). Al dokumentation, der understatter erklaeringen, opbevares

pa fabrikantens adresse.

Underskrift:

BT Eren s e

Zhang Hongtu
FENZHOL EALTH IMPORT._ & EXRORT.C0 oo o —

Titel: General Manager
Sted: Wenzhou, Zhejiang, Kina
Dato: 15. nov. 2025

(\Ll(/wf}/i%j/) ]

DK



ELI VASTAVUSDEKLARATSIOON

Vastavalt meditsiiniseadmete maaruse (EL) 2017/745 artiklile 19

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Tootja: Rd,Wenzhou 325000, Zhejiang, Hiina
Kaubamark: Puudub
SRN: CN-MF-000016720

Euroopa esindaja:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Holland

SRN:

NL-AR-000002066

Sveitsi volitatud esindaja:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Sveits

Kaubanimi: Lugeprillid
Tootenimi: Lugeprillid
Tootekood / Katalooginumber: Puudub

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Tell-nrs 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klassifikatsioon MDR VIl lisa ja
rgi:

| klass, reegel 1

Rakendatud standard ja Ghine
spetsifikatsioon:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Vastavuse hindamise menetlus:

MDR lisa Il + lisa lll

CE tunnistuse nr:

Puudub

Teatatud asutuse nimi ja ID:

Puudub

Meie, tootja, kinnitame siinkirjega oma ainuvastutusel, et Ulalmainitud tooted vastavad meditsiiniseadmete maaruse
(EL) 2017/745 (MDR) satetele. Kdik toetavad dokumendid hoitakse tootja ruumides.

Allkiri:

Bl e e

L L e

Zhang Hongtu WENZHOU FAITH TMPORT & EXPORT (0.-, LTD.

Ametinimetus:

Tegevdirektor

Koht:

Wenzhou, Zhejiang, Hiina

(M;(M }A”f) \ ;ﬁ@:%\_'

Kuupaev:

15. november 2025

EE



DECLARACION UE DE CONFORMIDAD

Conforme al Articulo 19 del Reglamento (UE) 2017/745 sobre Productos Sanitarios

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Fabricante: Rd,Wenzhou 325000, Zhejiang, China
Marca: No aplica
SRN: CN-MF-000016720

Representante Europeo:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Paises Bajos

SRN:

NL-AR-000002066

Representante Autorizado Suizo:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Suiza

Nombre comercial;

Gafas para lectura

Nombre del producto:

Gafas para lectura

Codigo del producto / NUomero de
catalogo:

No aplica

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

N° de pedido :
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Clasificacion segun MDR Anexo
VUL

Clase I, regla 1

Normay Especificacién Comun
Aplicada:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Procedimiento de evaluacién de la
conformidad:

Anexo Il + Anexo Ill del MDR

N° de certificado CE:

No aplica

Nombre e ID del Organismo
Notificado:

No aplica

Nosotros, el fabricante, declaramos por la presente bajo nuestra exclusiva responsabilidad que los productos antes
mencionados cumplen con las disposiciones del Reglamento (UE) 2017/745 sobre Productos Sanitarios (MDR).

Toda la documentacién de apoyo se conserva en las instalaciones del fabricante.

A R —-

Firma: Zhang Hongtu WENZHOU FAITH IMPORT & EXPORT (0., LTD.
Cargo: Gerente General ‘ /)

Lugar: Wenzhou, Zhejiang, China (\L:(/M/}/tﬂj " -
Fecha: 15 de noviembre de 2025 I
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EU-VAATIMUSMUKAISUUSILMOITUS

Asetuksen (EU) 2017/745 ladkinnallisista laitteista 19 artiklan mukaisesti

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Vaimistaja: Rd,Wenzhou 325000, Zhejiang, Kiina
Tavaramerkki: Ei sovellu
SRN: CN-MF-000016720

Eurooppalainen edustaja:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Alankomaat

SRN:

NL-AR-000002066

Sveitsin valtuutettu edustaja:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Sveitsi

Kauppanimi: Lukulasit
Tuotteen nimi: Lukulasit
Tuotekoodi / Luettelonumero: Ei sovellu

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Tilausnro: 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Luokitus MDR liitteen VIl mukaan:

Luokka I, sdanto 1

Sovellettu standardi & yhteinen
spesifikaatio:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Vaatimustenmukaisuusarviointime
nettely:

MDR liite Il + liite 1l

CE-

vaatimustenmukaisustodistuksen |Ei sovellu
nro:
[Imoitetun toimielimen nimi ja .

Ei sovellu

tunniste:

Me, valmistaja, ilmoitamme talla omalla vastuullamme, ettd edella mainitut tuotteet tayttavat asetuksen (EU)
2017/745 ladkinnallisista laitteista (MDR) maaraykset. Kaikki tukevat asiakirjat sailytetain valmistaian tiloissa,

ETR e 5 w4
WENZHOL_EATTH _TMEOET &_Hilﬁ]'_m.,.- (I )

Allekirjoitus: Zhang Hongtu

Nimike: Toimitusjohtaja ,/)

Paikka: Wenzhou, Zhejiang, Kiina k \ / ()Aﬂj
( (U 0

Paivamaara: 15. marraskuuta 2025

Fl



DECLARATION UE DE CONFORMITE

Conformément a l'article 19 du Réglement (UE) 2017/745 sur les dispositifs médicaux

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Fabricant : Rd,Wenzhou 325000, Zhejiang, Chine
Marque : Non applicable
SRN: CN-MF-000016720

Représentant Européen :

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Pays-Bas

SRN :

NL-AR-000002066

Représentant Autorisé Suisse :

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Suisse

Nom commercial :

Lunettes de lecture

Nom du produit :

Lunettes de lecture

Code produit / Numéro de
catalogue :

Non applicable

N° de commande :

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI :

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Classification selon MDR Annexe
VIl

Classe |, regle 1

Norme & Spécification Commune
Appliquée :

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Procédure d'évaluation de la
conformité :

Annexe Il + Annexe Ill du MDR

N° de certificat CE :

Non applicable

Nom et ID de I'Organisme Notifié :

Non applicable

Nous, le fabricant, déclarons par la présente sous notre seule responsabilité que les produits mentionnés ci-dessus
satisfont aux dispositions du Réglement (UE) 2017/745 sur les dispositifs médicaux (MDR). Tous les documents
justificatifs sont conservés dans les locaux du fabricant.

ETos Eor R =4

ENZHOU EALTH THRORTn o EXRORTm 00 LD e

Signature : Zhang Hongtu

Titre : Directeur Général /)

Lieu : Wenzhou, Zhejiang, Chine ; / K)AM‘}
( U( 10

Date : 15 novembre 2025

FR



AHAQZIA 2YMMOP®Q2HZ EE

ZUuoewva pe 1o ApB. 19 Tou Kavoviouou (EE) 2017/745 yia Ta latpoTtexvoloyikda Mpoidvta

KaTaoKeuaoTAG:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Kiva

Eutropiké onpa:

Aev e@appoleTal

SRN:

CN-MF-000016720

Eupwraikog EKTTpoowITog:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, OAavdia

SRN:

NL-AR-000002066

EABeTIkKOG ESouaiodoTnuévog Ekr
poéoWTTOG:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, EABeTia

Eutropiki ovouagoia:

MNnuaAid avayvwong

Ovopagcia TTPOoIoVTOG:

lMNuaAid avayvwong

Kwdik6g rpoidvTog / ApiBuodg kar
aAdyou:

Aev e@apuoleTal

Ap. MapayyeAiag:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Ta§ivopunon Bdaoel MDR Map. VIII:

KAaong |, kavévag 1

E@apuoopévo MNMpoétutro & KoivA M
podiaypapn:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Aladikaoia a§iloAéynong cupuope
wong:

MapdapTtnua Il + Mapdptnua Il MDR

Ap. mioToTtroinTikou CE:

Agev e@appoleTal

‘Ovopa kai AvayvwplioTIKO EidoTtro
iInpévou Popéa:

Aev e@appoleTal

Epeig, o kataokeuaoTAg, OnAwvoupue utTeUBuva UTTG TNV ATTOKAEIOTIKA Pag euBuvn 0TI Ta AvWTEPW TTPOIOVTA TTANPOU
v TG dlaTééeig Tou Kavoviouou (EE) 2017/745 yia ta latpoTexvoAoyikd Mpoidvra (MDR). OAa Ta uttooTnpIKTIKA £yyp
aga dilatnpouvTal 0TI EYKATAOTACEIS TOU KOTAOKEUAOTH.

Bkt pr i)

Ymoypaen: Zhang Hongtu WENZHOU FAITH IMPORT & EXPORT 00., LD,
TiTAog: evikdg AleuBuvTig ‘ L /) .
TéT1r06:! Wenzhou, Zhejiang, Kiva (\L;(/,ﬂ/) Mj -y

Huepopnvia: 15 NoepBpiou 2025 Il

GR



EU IZJAVA O USKLADENOSTI

Sukladno ¢lanku 19. Uredbe (EU) 2017/745 o medicinskim proizvodima

Proizvodac:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Kina

Zastitni znak:

Nije primjenjivo

SRN:

CN-MF-000016720

Europski predstavnik:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nizozemska

SRN:

NL-AR-000002066

Svicarski ovlasteni predstavnik:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Svicarska

Trgovacki naziv:

Naocale za Citanje

Naziv proizvoda:

Naocale za Citanje

Sifra proizvoda / Kataloski broj:

Nije primjenjivo

Br. narudzbe:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasifikacija prema MDR Prilog
VIII:

Klasa |, pravilo 1

Primijenjeni standard i zajedni¢ka
specifikacija:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Postupak ocjene sukladnosti:

Prilog Il + Prilog 11l MDR

Broj CE certifikata:

Nije primjenjivo

Naziv i ID Obavijestenog tijela:

Nije primjenjivo

Mi, proizvodac, ovime izjavljujemo pod vlastitom odgovorno$c¢u da gore navedeni proizvodi zadovoljavaju odredbe
Uredbe (EU) 2017/745 o medicinskim proizvodima (MDR). Sva prateca dokumentacija ¢uva se u prostorijama

proizvodaca.

A s

Potpis: Zhang Hongtu WENZHOU FAITH IMPORT & EXPORT (0. LTD.
Titula: Generalni direktor /)

— — —
Mjesto: Wenzhou, Zhejiang, Kina (kwé}f} J B -
Datum: 15. studenog 2025.

HR



EU MEGFELELOSEGI NYILATKOZAT

Az (EU) 2017/745 orvostechnikai eszk6zokrdl sz616 rendelet 19. cikke szerint

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Gyarto: Rd,Wenzhou 325000, Zhejiang, Kina
Védjegy: Nem alkalmazhat6
SRN: CN-MF-000016720

Eurdpai Képvisel6:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Hollandia

SRN:

NL-AR-000002066

Svajci Megfel6 Képviselo:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Svajc

Kereskedelmi név:

Olvas6szemiiveg

Termék neve:

Olvasészemiiveg

Termékkod / Kataldgusszam:

Nem alkalmazhat6

Rendelési szam:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Osztalyozas az MDR VIII. Fliggelék
szerint:

I. osztaly, 1. szabaly

Alkalmazott szabvany és k6z6s
specifikacio:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Megfelel6ségi értékelési eljaras:

MDR II. fuggelék + lll. fiiggelék

CE tanusitvany szama:

Nem alkalmazhatd

Az Ertesitett Testiilet neve és
azonositoja:

Nem alkalmazhatd

Mi, a gyarto, kizarélagos felelésséglinket teljesitve kijelentjik, hogy a fenti termékek megfelelnek az orvostechnikai
eszkdzokrél szol6 (EU) 2017/745 rendelet (MDR) rendelkezéseinek. Minden tAmogat6 dokumentum a gyarté helyén

van letétbe helyezve.

D | .

Alairés: Zhang Hongtu - o
Beosztés: Ugyvezet6 igazgatd /)
Hely: Wenzhou, Zhejiang, Kina & \ / ()A!’WJ

( (A7 — = ]
Datum: 2025. november 15.

HU



DICHIARAZIONE UE DI CONFORMITA

Ai sensi dell'Articolo 19 del Regolamento (UE) 2017/745 sui Dispositivi Medici

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Produttore: Rd,Wenzhou 325000, Zhejiang, Cina
Marchio: Non applicabile
SRN: CN-MF-000016720

Rappresentante Europeo:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Paesi Bassi

SRN:

NL-AR-000002066

Rappresentante Autorizzato
Svizzero:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Svizzera

Nome commerciale:

Occhiali da lettura

Nome del prodotto:

Occhiali da lettura

Codice prodotto / Numero di
catalogo:

Non applicabile

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

N" drordine: 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Classificazione secondo MDR Classe I, regola 1

Allegato VIII:

Standard & Specifica Comune
Applicata:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Procedura di valutazione della
conformita:

Allegato Il + Allegato Ill MDR

N. certificato CE:

Non applicabile

Nome e ID dell'Organismo
Notificato:

Non applicabile

Noi, il produttore, dichiariamo sotto la nostra esclusiva responsabilit a che i suddetti prodotti soddisfano le
disposizioni del Regolamento (UE) 2017/745 sui Dispositivi Medici (MDR). Tutta la documentazione di supporto &
conservata presso la sede del produttore.

P R AN

NENZHOU _FATTH_TMPORT & EXPORT (0.- LTI,

Firma: Zhang Hongtu
Titolo: Amministratore Delegato /)
- — ) »
Luogo: Wenzhou, Zhejiang, Cina (U(é”” ) J K -
Data: 15 novembre 2025




ES ATITIKMES DEKLARACIJA

Pagal Reglamento (ES) 2017/745 dél medicininiy prietaisy 19 straipsn;j

Gamintojas:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Kinija

Prekés zenklas:

Netaikoma

SRN:

CN-MF-000016720

Europos atstovas:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nyderlandai

SRN:

NL-AR-000002066

Sveicarijos jgaliotasis atstovas:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Sveicarija

Prekés pavadinimas:

Skaitomieji akiniai

Produkto pavadinimas:

Skaitomieji akiniai

Produkto kodas / Katalogo
lnumeris:

Netaikoma

Uzsakymo nr.:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasifikacija pagal MDR VI
prieda:

| klasé, 1 taisyklé

Taikytas standartas ir bendroji
specifikacija:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Atitikties vertinimo procedura:

MDR Il priedas + Ill priedas

CE sertifikato Nr.:

Netaikoma

ID:

Pranestojo organo pavadinimas ir

Netaikoma

patalpose.

Mes, gamintojas, $iuo dokumentu savo nuozilra parei$kiame, kad minéti produktai atitinka Reglamento (ES)
2017/745 dél medicininiy prietaisy (MDR) nuostatas. Visa palaikomoji dokumentacija saugoma gamintojo

Parasas:

EHTER L5 =

Zhang Hongtu
WENTHOU EALTH - TMROR T e EXEORT 00 LT e

Pavadinimas:

Generalinis direktorius

Vieta:

Data:

Wenzhou, Zhejiang, Kinija (k \C/J}/Wfﬁ

W (U = wmmm—
2025 m. lapkricio 15 d.

LT



ES ATBILSTIBAS DEKLARACIJA

Saskana ar Regulas (ES) 2017/745 par mediciniskajiem izstradajumiem 19. pantu

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Razotajs: Rd,Wenzhou 325000, Zhejiang, Kina
Precu zime: Nav piemérojams
SRN: CN-MF-000016720

Eiropas parstavis:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Niderlande

SRN:

NL-AR-000002066

Sveices pilnvarotais parstavis:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Sveice

Tirdzniecibas nosaukums:

Lasamobrilles

Produkta nosaukums:

Lasambrilles

Produkta kods / Kataloga numurs:

Nav piemérojams

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Pas e 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasifikacija saskana ar MDR VIiI
pielikumu:

| klase, 1. noteikums

Piemérotie standarti un kopigas
specifikacijas:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Atbilstibas novértésanas procedi
ra:

MDR Il pielikums + Il pielikums

CE sertifikata Nr.:

Nav piemérojams

Pazinotas iestades nosaukums un
ID:

Nav piemérojams

Més, razotajs, ar So deklaréjam vien1ga athildTba, ka iepriek§ minétie produkti atbilst Regulas (ES) 2017/745 par
mediciniskajiem izstradajumiem (MDR) noteikumiem. Visa atbalsta dokumentacija tiek glabata razotaja telpas.

R L e AT o

WERZHOD = FAT TH ™ TRFORT e EXFORT O LT |

Paraksts: Zhang Hongtu
Amats: Generaldirektors

,/)
Vieta: Wenzhou, Zhejiang, Kina \ /J}’Aﬂj
Datums: 2025. gada 15. novembris ( Nt

p ek g I B Y

LV



EU-CONFORMITEITSVERKLARING

Overeenkomstig Artikel 19 van Verordening (EU) 2017/745 over Medische Hulpmiddelen

Fabrikant:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, China

Handelsmerk:

Niet van toepassing

SRN:

CN-MF-000016720

Europese Vertegenwoordiger:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nederland

SRN:

NL-AR-000002066

Zwitserse Gemachtigde
Vertegenwoordiger:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Zwitserland

Handelsnaam:

Leesbrillen

Productnaam:

Leesbrillen

Productcode / Catalogusnummer:

Niet van toepassing

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Bestelnr 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Classificatie volgens MDR Bijlage
VIII:

Klasse I, regel 1

Toegepaste Standaard &
Gemeenschappelijke Specificatie:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Conformiteitsbeoordelingsproced
ure:

Bijlage Il + Bijlage Ill MDR

CE-certificaat Nr.:

Niet van toepassing

Naam en ID van de Aangemelde
Instantie:

Niet van toepassing

Wij, de fabrikant, verklaren hierbij op onze eigen verantwoordelijkheid dat de bovengenoemde producten voldoen
aan de bepalingen van Verordening (EU) 2017/745 over Medische Hulpmiddelen (MDR). Alle ondersteunende
documentatie wordt bewaard in de gebouwen van de fabrikant.

Handtekening:

RIS SV AT N m—

Zhang Hongtu WENZHOU FAITH_IMPORT & FXPORT 00, LTD,

(\Ll(/wf}zwj/)_ -

Titel: Algemeen Directeur
Plaats: Wenzhou, Zhejiang, China
Datum: 15-Nov-25

NL



EU-SAMSVARSERKLZAERING

I henhold til Artikkel 19 i Forordning (EU) 2017/745 om Medisinsk Utstyr

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Produsent: Rd,Wenzhou 325000, Zhejiang, Kina
Varemerke: Ikke relevant
SRN: CN-MF-000016720

Europeisk Representant:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nederland

SRN:

NL-AR-000002066

Sveitsisk Autorisert Representant:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Sveits

Varenavn:

Lesebriller

Produktnavn:

Lesebriller

Produktkode / Katalognummer:

Ikke relevant

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Ordrenr. 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klassifisering iflg. MDR Vedlegg
VIII:

Klasse |, regel 1

Anvendt Standard & Felles
Spesifikasjon:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Samsvarsvurderingsprosedyre:

Vedlegg Il + Vedlegg Il i MDR

CE-sertifikat Nr.:

Ikke relevant

Navn og ID for den Godkjente
Organisasjonen:

Ikke relevant

Vi, produsenten, erklae rer herved under vart eget ansvar at ovennevnte produkter oppfyller bestemmelsene i
Forordning (EU) 2017/745 om Medisinsk Utstyr (MDR). All st g ttedokumentasjon oppbevares p & produsentens

FREY RN AE T a—

WENZHOU FATTH IMPORT & EXPORT (0.- LTI,

lokaler.

Signatur: Zhang Hongtu

Tittel: Administrerende Direktar ,/)

Sted: Wenzhou, Zhejiang, Kina (L ; / (}A"”’j
(A7t —

Dato: 15. november 2025

NO



DEKLARACJA ZGODNOSCI UE

Zgodnie z artykutem 19 Rozporzadzenia (UE) 2017/745 w sprawie wyrobéw medycznych

Producent:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Chiny

Znak towarowy:

Nie dotyczy

SRN:

CN-MF-000016720

Przedstawiciel Europejski:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Holandia

SRN:

NL-AR-000002066

Szwajcarski Upowazniony
Przedstawiciel:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Szwajcaria

Nazwa handlowa:

Okulary do czytania

Nazwa produktu:

Okulary do czytania

Kod produktu / Numer
katalogowy:

Nie dotyczy

Nr zam.:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasyfikacja wedlug Zalgcznika
VIII MDR:

Klasa |, reguta 1

Zastosowana Norma & Wspdlna
Specyfikacja:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Procedura oceny zgodnosci:

Zatgcznik 1l + Zatgcznik Il MDR

Nr certyfikatu CE:

Nie dotyczy

Nazwa i identyfikator Jednostki
Notyfikowanej:

Nie dotyczy

My, producent, niniejszym oswiadczamy na naszg wytgczng odpowiedzialnos¢, ze powyzsze produkty spetniajg
postanowienia Rozporzadzenia (EU) 2017/745 w sprawie wyrob 6w medycznych (MDR). Wszelka dokumentacja
wspierajgca jest przechowywana w siedzibie producenta.

Et e

WENZHOU FATTH IMPORT & EXPORT (0., LTI

=y

Podpis: Zhang Hongtu

Tytut: Dyrektor Generalny /)

Migjsce: Wenzhou, Zhejiang, Chin ; / KAM
j fong, Ciny (|, ]

Data: 15 listopada 2025 .

PL



DECLARACAO UE DE CONFORMIDADE

Nos termos do Artigo 19.° do Regulamento (UE) 2017/745 relativo aos Dispositivos Médicos

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Fabricante: Rd,Wenzhou 325000, Zhejiang, China
Marca: N&o aplicavel
SRN: CN-MF-000016720

Representante Europeu:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Paises Baixos

SRN:

NL-AR-000002066

Representante Autorizado Suico:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Suica

Nome comercial;

Oculos de leitura

Nome do produto:

Oculos de leitura

Caodigo do produto / Namero de
catalogo:

N&o aplicavel

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

N° do pedido:
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Classificagao segundo MDR
Anexo VIII:

Classe |, regra 1

Norma & Especificagdo Comum
Aplicada:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Procedimento de avaliacdo da
conformidade:

Anexo Il + Anexo Ill do MDR

N.° do certificado CE:

N&o aplicavel

Nome e ID do Organismo
Notificado:

N&o aplicavel

N 60 s, o fabricante, declaramos sob nossa exclusiva responsabilidade que os produtos acima mencionados
cumprem as disposi ¢ 6 es do Regulamento (UE) 2017/745 relativo aos Dispositivos M é dicos (MDR). Toda a
documentacéo de suporte € mantida nas instalagdes do fabricante.

g ——

Assinatura: Zhang Hongtu WENZHOU FAITH IMPORT & EXPORT 00.-,LID.
Titulo: Diretor Geral ‘ /) ﬁ_

Local: Wenzhou, Zhejiang, China (\L:(/M/}/tﬂj = —
Data: 15 de novembro de 2025 B
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DECLARATIE UE DE CONFORMITATE

Conform Articolului 19 din Regulamentul (UE) 2017/745 privind Dispozitivele Medicale

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Producator: Rd,Wenzhou 325000, Zhejiang, China
Marca: Nu se aplica
SRN: CN-MF-000016720

Reprezentant European:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Tarile de Jos

SRN:

NL-AR-000002066

Reprezentant Autorizat Elvetian:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Elvetia

Denumire comerciala:

Ochelari de citit

Denumirea produsului:

Ochelari de citit

Cod produs / Numar catalog:

Nu se aplica

Nr. comanda:

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,
013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,

013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI:

697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Clasificare conform MDR Anexa
VI

Clasa |, regula 1

Standard si Specificatie Comuna
Aplicate:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Procedura de evaluare a
conformitatii:

Anexa Il + Anexa lll MDR

Nr. certificat CE:

Nu se aplica

Numele si ID-ul Organismului
Notificat:

Nu se aplica

Noi, producatorul, declaram prin prezenta, sub responsabilitatea noastra exclusiva, ca produsele mentionate mai
sus sunt conforme cu prevederile Regulamentului (UE) 2017/745 privind Dispozitivele Medicale (MDR). Toate
documentele justificative sunt pastrate in sediul producatorului.

LRI A A I

JENZHON_FATTH_TMEORT & EXPORT (0. LT0

Semnatura: Zhang Hongtu
Titlu: Director General /)
Loc: Wenzhou, Zhejiang, China k q /ﬂf}/‘”ﬂj
(1 —_ o
Data: 15 noiembrie 2025
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EU-FORSAKRAN OM OVERENSSTAMMELSE

Enligt artikel 19 i férordning (EU) 2017/745 om medicintekniska produkter

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng

Tillverkare: Rd,Wenzhou 325000, Zhejiang, Kina
Varumarke: Ej tillampligt
SRN: CN-MF-000016720

Europeisk representant:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nederlanderna

SRN: NL-AR-000002066
Schweizisk a.uktorlserad CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Schweiz
representant:

Handelsnamn:

Lasglasdgon

Produktnamn:

Lasglasogon

Produktkod / Katalognummer:

Ej tillampligt

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Ordernr. - 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klassificering enligt MDR bilaga
VIII:

Klass |, regel 1

Tillampad standard & gemensam
specifikation:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Overensstammelsebeddmningsfo
rfarande:

Bilaga Il + Bilaga Ill i MDR

CE-certifikat Nr:

Ej tillampligt

Namn och ID for notifierat organ:

Ej tillampligt

Vi, tillverkaren, forsakrar harmed pa vart eget ansvar att ovanstaende produkter uppfyller bestammelserna i f6
rordning (EU) 2017/745 om medicintekniska produkter (MDR). All dokumentation som stéder férsakran forvaras i

tillverkarens lokaler.
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Underskrift: Zhang Hongtu

Titel: Verkstéllande direktor B
Ort: Wenzhou, Zhejiang, Kina (\L‘(/,J)Lﬂj)
Datum: 15-Nov-25
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IZJAVA EU O SKLADNOSTI

V skladu s ¢lenom 19 Uredbe (EU) 2017/745 o medicinskih pripomockih

Proizvajalec:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Kitajska

Blagovna znamka:

Ni uporabno

SRN:

CN-MF-000016720

Evropski predstavnik:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Nizozemska

SRN:

NL-AR-000002066

Svicarski pooblaséeni
predstavnik:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Svica

Poslovno ime: Bralna ocala
Naziv izdelka: Bralna oc¢ala
Koda izdelka / Kataloska Stevilka: |Ni uporabno

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

St. naroéila :
013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasifikacija v skladu z MDR
Priloga VIII:

Razred I, pravilo 1

Uporabljeni standard in skupna
specifikacija:

EN ISO 14139:2010, EN I1SO 15223-1:2021, ISO 20417:2021

Postopek ocenjevanja skladnosti:

Priloga Il + Priloga 1ll MDR

Stevilka potrdila CE:

Ni uporabno

Ime in ID ObvesSéenega subjekta:

Ni uporabno

Mi, proizvajalec, izjavljamo pod lastno odgovornostjo, da zgoraj navedeni izdelki izpolnjujejo dolo¢be Uredbe (EU)
2017/745 o medicinskih pripomockih (MDR). Vsa podporna dokumentacija se hrani v praostarih proizvajaleca.

I

IMPORT & EXPORT (0. LTI,
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Podpis: Zhang Hongtu VENZHO FALTH
Naziv: Generalni direktor ,/)_
Kraj: Wenzhou, Zhejiang, Kitajska (\L;C/rﬂ/)lwdj

Datum: 15. november 2025
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PREHLASENIE EU O ZHODE

Podla &lanku 19 nariadenia (EU) 2017/745 o zdravotnickych prostriedkoch

Vyrobca:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Cina

Ochrana znamka:

Nie je uvedené

SRN:

CN-MF-000016720

Eurdpsky zastupca:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Holandsko

SRN:

NL-AR-000002066

Svajéiarsky zmocneny zastupca:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, Svajéiarsko

Obchodny nézov:

Citacie okuliare

Nazov produktu:

Citacie okuliare

Koéd produktu / Katalogové cislo:

Nie je uvedené

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

obl-¢ 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

Klasifikacia podla MDR Pril. VIil:

Trieda |, pravidlo 1

Pouzité normy a Specifikacie:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Postup posudenia zhody:

Priloha Il + Priloha 1ll MDR

Cislo certifikatu CE:

Nie je uvedené

Nazov a identifikator Oznameného

subjektu:

Nie je uvedené

My, vyrobca, tymto prehlasujeme na svoju vy hradn i zodpovednost, Ze vy $§ie uveden é produkty spif aju
ustanovenia Nariadenia (EU) 2017/745 o zdravotnickych prostriedkoch (MDR). V$etka podporna dokumentéacia je

uloZena v priestoroch vyrobcu.

B )

Podpis: Zhang Hongtu WENZHOU FAITH IMPORT & EXPORT CO., LD,
Titul: Generalny riaditel /)

Miesto: Wenzhou, Zhejiang, Cina (MCAM(}/LMJ % ; =~ —
Datum: 15. november 2025
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AB UYGUNLUK BEYANI

Tibbi Cihazlar Yonetmeligi (AB) 2017/745'in 19. Maddesi uyarinca

Uretici:

Wenzhou Faith Import & Export Co.,Ltd. 7th,Alfa Mansion,Xincheng
Rd,Wenzhou 325000, Zhejiang, Cin

Ticari Marka:

Uygulanamaz

SRN:

CN-MF-000016720

Avrupa Temsilcisi:

Kingsmead Service B.V. Zonnehof 36, 2632 BE, Noordorp, Hollanda

SRN:

NL-AR-000002066

isvigre Yetkili Temsilcisi:

CMC Medical Devices GmbH Rigistrasse 3, 6300 Zug, isvicre

Ticari adr:

Okuma gozlikleri

Uriin ad:

Okuma gozlukleri

Uriin kodu / Katalog numarasi:

Uygulanamaz

013-251284_AC,013-251283_AC,013-251282_AC,013-251281_AC,013-251280_AC,
013-251279_AC,013-251278_AC,013-251277_AC,013-251276_AC,013-251275_AC,

013-251274_AC,013-251035_AC,013-251034_AC,013-251033_AC,013-251032_AC,

Sip-o: 013-250826_AC,013-250781_AC,013-250780_AC,013-250779_AC,013-250778_AC,
013-250777_AC,013-250776_AC,013-250634_AC,013-250633_AC,013-250632_AC,
013-250631_AC,013-250630_AC,013-250629_AC.

Basic UDI-DI: 697360278FPFSJ,697360278FMFS9,697360278PMMFQR

MDR Ek Viil'e gore siniflandirma:

Class I, kural 1

Uygulanan Standart & Ortak
Spesifikasyon:

EN ISO 14139:2010, EN ISO 15223-1:2021, ISO 20417:2021

Uygunluk degerlendirme prosediir
u:

MDR Ek Il + Ek I

CE Sertifika No.:

Uygulanamaz

Onaylanmig Kurulusun Adi ve
Kimligi:

Uygulanamaz

Biz, Uretici olarak, yukarida belirtilen Grnlerin Tibbi Cihazlar Yénetmeligi (AB) 2017/745 (MDR) hiukimlerine uygun
oldugunu m U nferit sorumlulugumuz alt 1 nda beyan ederiz. T U m destekleyici belgeler 0 retici tesislerinde

saklanmaktadir.
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Zhang Hongtu
Unvan: Genel Mudur
Yer: Wenzhou, Zhejiang, Cin
Tarih: 15 Kasim 2025
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