MERCATORMEDICAL

EU DECLARATION OF CONFORMITY

Manufacturer: MERCATOR MEDICAL S.A.
UL. H.MODRZEJEWSKIEJ 30
31-327 KRAKOW, POLSKA

Declares under its sole responsibility that:

Brend = ¢ | Description | Color | Reference Numbers
_ white W413300030
OPERO® 3-ply non-woven face mask with 3-ply non-woven face
: green W413200030
earloops mask with earloops
blue W413100030
Basic UDI-DI: 5906615 W41 NS NW G YH

meet the provisions of the Regulation (EU) 2017/745 of the European Parliament and the Council of 5 April 2017 on
medical devices, are classified as medical device class | according to Annex VIII of the Regulation (EU) 2017/745

and comply with European harmonized standards: EN 14683:2019+AC:2019, EN ISO 15223-1:2016;
EN 1041:2008+A1:2013.

Date and place of issue: Signed on the behalf of the Manufacturer:

04.05.2020, Krakow WM
R W\ ;

MERCATOR MEDICAL S.A. Wefdrch Herska
ul. Heleny Modrzejewskie] 30, 31-327 Krakow Product Documentation Manager
‘ el 12 66 55400, fax 12 66 55 415

Rejestracja: 539 Rejonowy dia Krakowa - Srddmiescia w Krakowie

Xl Wydziat Gospodarczy KRS, KRS: 0000036244
Kapitat zaktadowy (w catasci wplacony): 10.589.100 PLN

NIP: 677-10-36-424, REGON: 350967107
Numer BDOG: 000056063
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