EC Declaration of Conformity

EU prohlaseni o shodé
We the Manufacturer:
My vyrobce:
Max Eyewear, 71 Lyden Grove, London, SW18 4LY, UK

Product Name & Product Code
Ndzev a kéd produktu

Product Name: Optical Frames
Ndzev produktu: Optické obruby

Basic UDI Code:
Zdkladni UDI kéd:

50700026786 MODELNUMBERAIJ

Generic Indication(s):
Indikace:

Max Eyewear's optical frames intended to hold a pair of spectacle lenses in front of and close to
the eyes of the user. It typically consists of a plastic or metallic frame that is supported by the
nose and ears. The device may have a protective function.

Optické obruby Max Eyewear jsou ureny k drZeni dvojice ¢ocek bryli pred a v blizkosti oci
uZivatele. Obvykle se skladaji z plastového nebo kovového ramu, ktery je podpiran nosem a
usima. Zarizeni miZe mit ochrannou funkci.

Brand Names:

Obchodni nazvy:

Univo Plus, Univo X, Univo Base, Univo Core, Halstrom, Halstrom JUNIOR, Halstrom SUN, London
Club, Romeo & Juliet

In accordance with the following Directive and Classification:

We herewith declare that the above-mentioned products meet the provisions of the following
Regulation (EU) 2017/745 for medical devices. All supporting documents are retained under the
premises of the manufacturer.

V souladu s ndsledujici smérnici a klasifikaci:
Timto prohlasujeme, Ze vyse uvedené produkty splriuji ustanoveni nafizeni (EU) 2017/745 pro
zdravotnické prostredky. Veskeré podptrné dokumenty jsou uchovdvdny v prostordch vyrobce.

Device Classification:
Klasifikace zafizeni:



Product Family: Frames
Rodina produktd: Obruby

Classification: Class | - Rule 1 - Non-Invasive device, no other rule applies
Klasifikace: Trida | - Pravidlo 1 - Neinvazivni prostredek, Zadné jiné pravidlo se neuplatriuje

Rule

Regulation (EU) 2017/745, Chapter V, Section 1, Article 51 & Annex VIl
Pravidlo

Narizeni (EU) 2017/745, kapitola V, oddil 1, ¢ldnek 51 a priloha VIl

GMDN

Product Name: Optical Frames

GMDN Product Classification: 32816 - Spectacle frame. An ophthalmic device designed to hold a
pair of spectacle lenses in front of and close to the eyes of the user. It typically consists of a
plastic or metallic frame that is supported by the nose and ears. The device may have a
protective function (e.g., by including side shields).

Ndzev produktu: Optické obruby

GMDN klasifikace produktu: 32816 - Ram bryli. O¢ni pom(icka navrZend k drZeni dvojice
brylovych ¢ocek pred a v blizkosti oci uZivatele. Obvykle se skladd z plastového nebo kovového
ramu, ktery je podpirdn nosem a usima. Zarizeni miZe mit ochrannou funkci (napr. zahrnutim
bocnich stita).

The product is in conformity with the applicable requirements of the following documents:
EN-1041: Information Supplied by the Manufacturer with Medical Devices (EN 1041:2008)
ISO 14971: Medical Devices-Application of risk management to medical devices, with
Amendment 1: Rationale for requirements (EN ISO 14971:2019)

ISO 10993-1: Biological Evaluation of Medical Devices (EN ISO 10993-1:2009)

Vyrobek je v souladu s prislusnymi poZadavky ndsledujicich dokumenti:

EN-1041: Informace poskytované vyrobcem se zdravotnickymi prostiedky (EN 1041:2008)
ISO 14971: Zdravotnické prostiedky - Aplikace Fizeni rizik na zdravotnické prostredky, s
Dodatkem 1: Oduvodnéni poZadavki (EN 1SO 14971:2019)

ISO 10993-1: Biologické hodnoceni zdravotnickych prostiedk( (EN 1SO 10993-1:2009)

European Representative:
Zplnomocnény zdstupce:

CMC Medical Devices & Drugs S.L.
C/ Horacio Lengo n18

C.P 29006 Malaga-Spain

Date CE Mark Affixed: 15/10/2023
Datum pripojeni oznaceni CE: 15/10/2023



Place:
Misto:
71 Lydden Grove, London, SW18 4LY, UK

| hereby declare that the equipment named above has been designed to comply with the
relevant sections of the above-referenced specifications. The product complies with all
applicable Essential Requirements of the Directives.

, Timto prohlasuji, Ze vyse uvedené zafizeni bylo navrZeno tak, aby splfiovalo prislusné ¢dsti vyse
uvedenych specifikaci. Vyrobek splriuje vsechny aplikovatelné zdkladni poZadavky smérnic.”

Name:
Jméno:
Mr Shahaan Bajwa

Signature:
Podpis:

Position: Marketing Operations Manager
Pozice: ManaZer marketingovych operaci

Date / Applied Serial Number: Date: 15/10/2023
Datum / Aplikované sériové Cislo: Datum: 15/10/2023

Serial Number: DOC-01
Sériové ¢islo: DOC-01



