CONTACTLINSEN

EG — KONFORMITATSERKLARUNG

EC DECLARATION OF CONFORMITY - DECLARATION CE DE CONFORMITE -
DICHIARAZIONE CE DI CONFORMITA - EC - CEPTU®UKAT COOTBETCTBUA

Name und Adresse des Herstellers: / Wohlk Contactlinsen GmbH
Name and address of the manufacturer: / Biirgermeister-Schade-Str. 12 - 16
Nom et adresse du fabricant: / 24232 Schoénkirchen

Nome e indirizzo del fabbricante: / Germany

HasBaHue n agpec npounssognTens:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che /
Mbl 3a51BIIEM O MOSIHOW OTBETCTBEHHOCTU, YTO

das hergestellte Medizinprodukt: / Wohlk Weflex 55

the manufacturt_ad m.e_dlca'l d'ew-ce: / Wahik Weflex 55 toric

le producit de dispositif médical: /

el producto de dispositivo medico: / Wohlk Weflex 55 toric Advance
TO NPov3BeAEHHBIN MeANLMHCKUA NPOAYKT:

Basis UDI-DI: / Basic-UDI-DI: /

Base UDI-DI / Base UDI-DI: / Ocrosare UDI-DI 4044497 03255
Single Registration Number (SRN) DE-MF-000022424
der Klasse: / of class: /

Ila

de la classe: / di classe: / knacca;

Reusable soft contact lenses for correction of
vision defects (myopia, hyperopia, astigmatism)
for daily wear in healthy eyes

Zweckbestimmung; / Intended purpose: / Objectif
visé: / Scopo previsto: / [pegHasHa4eHue:

nach Anhang VIII der (EU) 2017/745 / according to Annex VIl to (EU) 2017/745 / selon I'annexe VIII de la (EU)

2017/745 | secondo l'allegato VIII della (EU) 2017/745/ no aononHenuto VIII 3akoHa (EU) 2017/745

alle grundlegenden Sicherungs- und Leistungsanforderungen des Anhangs | der Verordnung

(EU) 2017/745 entspricht. / Complies with all the General Safety and performance requirements of Annex | to the

Regulation (EU) 2017/745. /| Conforme a toutes les exigences générales de sécurité et de performance de
l'annexe | du reglement (UE) 2017/745. / Conforme a tutti i requisiti generali di sicurezza e prestazioni

dell'Allegato | del Regolamento (UE) 2017/745. / CooTBeTcTBYET BCEM 06LiMM TpeboBaHusiM no GesonacHoOCTH U

pabounm xapakrepucTukam, npueedeHHbIM B MpunoxeHuu | k PernamenTy (EC) 2017/745.

Konformitatsbewertungsverfahren: / Anhang IX der (EU) 2017/745
Conformity assessment procedure: / Annex IX to (EU) 2017/745
Procédure d’évaluation de la conformité: / Annexe IX de la (EU) 2017/745
Procedura di valutazione della conformita: Allegato IX di (UE) 2017/745
npoweaypa oueHKU COOTBETCTBUS: Mpunoxenue IX k (EC) 2017/745

Zertifikat-Registrier-Nr.:/Certificate-Registration no:/  Hz 1566826-1
Certificat n°d’enregistrement:/Certificado Numero

di registrazione:/CepTudukat PernctpaunoHHbIN

HoMep:
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CONTACTLINSEN

Benannte Stelle: / TOV Rheinland LGA Products GmbH
Notified Body: / TillystraBe 2

Organisme notifié: / 90431 Niirnberg

Organismo notificato:/ Germany

PerucrpaunoHHbIi opraH: CE 0197
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Schonkirchen, Q{'JZ-'Z?LH e (//\J

Ort, Datum / Place, date / Lieu, date / Hiroko Aikawa / Managing Director
Luogo, data / Mecrto, gara
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