O

OPHARM

Declaration of Conformity EU 11/2022

(1,2,5,6/2021; 2,3,4,5,6,7,8,9,10,11/2022 wer.PL)

Manufacturer:
Name: OPHARM S.A
address: Pokrzywnica 62, 99-120 Piatek, Polska

declares, that this EU declaration of conformity is issued under the sole responsibility of a

manufacturer, that the product:

Code Basic UDI-Di: 590430208SANIDMKO1PV

590430208SANIDMKO2PX
590430208SANIDMKO2PX
590430208SANIDMKO3PZ
590430208SANIDMK04Q3
590430208SANIDMKO05Q5
590430208SANIDMK06Q7
590430208SANIDMK07Q9
590430208SANIDMK08QB
590430208SANIDMK0O9QD
590430208SANIDMK10PW

name: Medical Face Mask Typ IIR

model: SANI-DM-01 colour:  blue lot: S001-S999
SANI-DM-02 black SB001-SB999
SANI-DM-03 pink SP001-SP999
SANI DM-04 green S$G001-SG999
SANI DM-05 navy blue SGR001-SGR999
SANI DM-06 dark red SBO001-SB0O999
SANI DM-07 pastel yellow SPY001-SPY999
SANI DM-08 pastel violet SPF001-SPF999
SANI DM-09 pastel orange SPP001-SPP999
SANI DM-10 pastel pink SPR0O01-SPR999
SANI DM-11 pastel lime green SGR001-SGR999
SANI DM-12 pastel turquoise SGR001-SGR999
SANI DM-13 blue-yellow SPLO01-SPL999
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OPHARM

590430208SANIDMK11PY
590430208SANIDMK12Q2
590420208SANIDMK13Q4

meets the general requirements for safety and operation of:
e Medical Device Regulation MDR (UE) 2017/745,
e Regulation REACH (UE) 1907/2006,

Meets the requirements of the following harmonized norms:
e EN 14683:2019+AC:2018,

EN ISO 13485:2016+AC:2018,

EN 1041:2008+A1:2013,

EN ISO 14971:2012,

EN ISO 15223-1:2016,

EN ISO 10993-1:2009+AC:2010,

e EN 62366-1:2015.

This declaration is issued only for products as introduced to the market and is not applicable
to elements of the product added by the end user or any changes / modifications introduced
thereafter.

Pokrzywnica, 01-02-2022 r.
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OPHARM s.A.
Pokrzywnica 62 » 99-120 Pigtek
KRS 0000934937
NIP 5070096769
REGON 386032452
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