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EC DECLARATION OF CONFORMITY

The undersigned, Michael Davis Carroll, legal representative of AMBG, LTD s.r.0., Gen. Sochora
1379/6, 708 00 Ostrava, Poruba, Czech Repubilic, IC: 44936672, DIC: CZ44936672 declares under sole
responsibility that spectacle frames without prescription lenses, manufactured and produced by
AMBG, LTD s.r.o., supplier of medical devices registered under the SRN number CZ-MF-000034922,

Are identified with the following basic UDI-DI codes:

PRODUCT FAMILY

BASIC UDI-DI

FULL RIM METAL

8596574kovfullrimNU

FULL RIM PLASTIC

8596574plastfullrim7E

FULL RIM MIXED

8596574mixfullrimMJ

HALF RIM METAL

8596574kovhalfrimEG

HALF RIM PLASTIC

8596574plasthalfrimwWX

HALF RIM MIXED

8596574mixhalfrimD6

RIMLESS METAL

8596574kovrimlessPY

- Are medical devices (class 1) in accordance with regulation (EU) 2017/745.

- Comply with the requirements of MDR (EU) 2017/745, that apply.

- Arein accordance with relevant regulation that apply as Regulation (CE) NO 1907/2006 on the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

- Are in conformity wiht the European standart EN ISO 12870:2018

- Are fitted with demonstration lenses
- Show the CE certification mark
- Have GMDN code: 32816
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