Declaration of conformity

Konformitatserkldrung
Déclaration de conformité

Dichiarazione di conformita

NAME DES HERSTELLERS FREUDENHAUS USA LLC
4540 PGA BLV.STE 216

PALM BEACH GARDENS, FLORIDA 33418, USA

Y

FREUDENHAUS USA LLC

presents

FDA REG NR. 3004787761/ OWNER OP. NR. 10032950

US-MF-000019641
SRN :

CHT - Christian Heim Trading

NAME DES REPRESENTANTEN CH |REP [Britistasses
CH- 5506 Maegenwil

SRN: CHRN- AR- 20002388

We declare under sole responsibility that the product

Wir erklaren in alleiniger Verantwortung, dass das Produkt

Nous déclarons sous notre seule responsabilité, que le produit
Dichiariamo sotto la nostra esclusiva responsabilita che il prodotto

PPE Category 1,

FHone Melrose, Vista, Hauser Clip on
FHone Harry, Oscar Clip on

FHone Elliot, Pico, Noah Clip on

Fulfils the requirement of the following Standards
Mit den Anforderungen der folgenden Normen
Satisfait aux exigences de la Norme

Soddisfa i requisiti dello Standard

21 CFR 801.410 FDA reg. impact resistant lens ( drop ball test) FDA regulations
ENISO 12312-1

Conforms with the following regulations :

Den Bestimmungen der nachfolgenden Richtlinien entspricht:
Corresponds a la réglementation suivante :

Corrisponde al regolamento del :

Personal Protective Equipment Regulation :

Regulation (EU) No 2016/425 on Personal Protective Equipment Regulation and of the

Council of 9. March 2016 on personal protective equipment
Palgae%ciﬁ Gardeéns, FL  01.June 2022 QJ/C'L{"‘:Z‘/L”CL‘U

Sonja Ramdath Stefan Flatscher

Senior Quality Manager

MDR Responsable Person Head of Design and Development
FreudenHaus USA LLC FreuidenHaus USA LLC



