EC Declaration of Conformity

EU vyhldsenie o zhode
We the Manufacturer:

My,vyrobca:
Max Eyewear, 71 Lyden Grove, London, SW18 4LY, UK

Product Name & Product Code
Ndzov a kéd produktu

Product Name: Optical Frames
Ndzov produktu: Optické ramy

Basic UDI Code:
Zdkladny UDI kod:

50700026786 MODELNUMBERAIJ

Generic Indication(s):
Indikdcie:

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 ramy Max Eyewear su navrhnuté tak, aby drZali okuliarové sosovky pred ocami
nositela a v ich blizkosti. Zvycajne sa skladaju z plastového alebo kovového ramu, ktory
sa opiera o nos a usi. Zariadenie méZze mat ochrannu funkciu.

Brand Names:

Obchodné ndazvy:

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 sulade s nasledujucou smernicou a klasifikdciou:

Tymto vyhlasujeme, Ze uvedené vyrobky su v sulade s ustanoveniami nariadenia (EU)
2017/745 pre zdravotnicke pomécky. Vsetky podporné dokumenty su uloZené v
priestoroch vyrobcu.



Device Classification:
Klasifikacia zariadeni:

Product Family: Frames
Skupina produktov: Optické ramy

Classification: Class | - Rule 1 - Non-Invasive device, no other rule applies
Klasifikdcia: Trieda | - pravidlo 1 - neinvazivna pomécka, Ziadne iné pravidlo sa
neuplatriuje

Rule

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

Nariadenie (EU) 2017/745, kapitola V, oddiel 1, ¢ldnok 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).

Ndzov produktu: Optické ramy

GMDN klasifikdcia produktov: 32816 - Rdm na okuliare. O¢nd pomécka urcend na
uchytenie okuliarovych Sosoviek pred a v blizkosti o¢i pouZivatela. Zvyéajne pozostdva z
plastového alebo kovového radmu, ktory sa opiera o nos a usi. Pomécka mbézZze mat
ochrannu funkciu (napr. obsahuje bocné stity).

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)

Vyrobok splria prislusné poZiadavky tychto dokumentov:

EN-1041: Informdcie poskytované vyrobcom spolu so zdravotnickymi poméckami (EN
1041:2008)

ISO 14971: Zdravotnicke pomdcky - Uplatriovanie riadenia rizik na zdravotnicke
pomocky, s dodatkom 1: Odbévodnenie poZiadaviek (EN ISO 14971:2019)

ISO 10993-1: Biologické hodnotenie zdravotnickych pombcok (EN 1SO 10993-1:2009)



European Representative:
Autorizovany zdstupca:

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

C.P 29006 Mdlaga-Spain

Date CE Mark Affixed: 15/10/2023
Ddtum pripojenia oznacenia CE: 15/10/2023

Place:
Miesto:
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.

"Tymto vyhlasujem, Ze uvedené zariadenie bolo navrhnuté tak, aby spifialo prislusné
Casti vysSie uvedenych Specifikdcii. Vyrobok splria vsetky prislusné zékladné poziadavky
smernic."

Name:
Meno:
Mr Shahaan Bajwa

Signature:
Podpis:

Position: Marketing Operations Manager
Pozicia: manaZér marketingovych operdcii

Date / Applied Serial Number: Date: 15/10/2023
Ddtum / pouZité sériové Cislo: 15/10/2023

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



