EERCATOR

EU DECLARATION OF CONFORMITY

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

SRN: PL-MF-000018942

Declares under its sole responsibility that:

Brand Description Colour Reference Numbers
white W413300130_0028
green W413200130_0028

OPERO Mask 3-ply non-woven ECO face mask 3-ply non-woven face

with earloops mask with earloops
blue W413100130_0028
white W411300130_0028
OPERO Mask 3-ply non-woven ECO face mask 3-ply non-woven face
o ) ) green W411200130_0028
with ties mask with ties

blue W411100130_0028

Basic UDI-DI: 5906615 W41 NS NW G YH

EN 14683:2019+AC:2019 Type Il

Intended use: Medical device covering the mouth and nose providing a barrier to minimize the direct

transmission of infective agents between staff and patient, for use in operating theatre and other places with
similar requirements, for single use only, non-sterile

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 |, rule 1, according to Annex VIII of the Regulation (EU) 2017/745
and comply with European standards: EN 14683:2019+AC:2019, EN ISO 15223-1:2021;
EN ISO 20417:2021

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

12.02.2024, Krakéw d 7;:

Leszek Garbacz
Regulatory and Documentation Manager
PRRC

Rev.2.0



ERCATOR

EU PROHLASENI O SHODE

Vyrobce: MERCATOR MEDICAL S.A.
UL. H.MODRZEJEWSKIEJ 30
31-327 KRAKQV, POLSKO

Prohlasuje na svou vylu¢nou zodpovédnost, Ze:

Znacka Popis Barva Referencni Cisla
OPERO® 3-vrstva ustenka z 3-vrstva Ustenka z netkané textilie s Bila W413300130_0028
netkané textilie s gumickami gumickami Zelena W413200130_0028
Modra W413100130_0028
OPERO® 3-vrstva tstenka z 3-vrstva Ustenka z netkané textilie se Bila W411300130_0028
netkané textilie se sriGirkami sSndrkami Zelena W411200130_0028
Modra W411100130_0028

Basic UDI-DI: 5906615 W41 NS NW G YH
EN 14683:2019+AC:2019 Typ Il
Zamyslené pouziti: zdravotnicky prostredek zakryvajici pusu a nos, poskytujici bariéru k minimalizaci pfimého
pfenosu infekénich agens mezi personalem a pacientem, k pouZiti na operac¢nim sdle a jinych mistech
s podobnymi pozZadavky, jednorazové, nesterilni

splfiuji ustanoveni Natizeni Evropského parlamentu a Rady (EU) 2017/475 ze dne 5. dubna 2017 o zdravotnickych
prostfedcich, jsou klasifikované jako zdravotnicky prostiedek tfidy | podle pfilohy VIII Nafizeni (EU) 2017/745 a jsou v
souladu s Evropskymi harmonizovanymi normami: EN 14683:2019+AC:2019, EN SO 15223-1:2021;
EN I1SO 20417:2021.

Datum a misto vystaveni: Podpis jménem vyrobce:
12.02.2024, Krakov [vlastnorucni podpis]

Leszek Garbacz
ManaZer produktové dokumentace

Rev.2.0



