DEKLARACIA ZGODNOSCI UE
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MANUFACTURER:

DZ/IPM/MP/05.2021

WEBER & WEBER SPOLKA Z OGRANICZONA ODPOWIEDZIALNOSCIA
Puricéw, ul, Cieszyriska 229, 43-400 Cieszyn, Polska

DEKLARUJE NA SWOIA WYEACZNA ODPOWIEDZIALNOSC, ZE: / DECLARES UNDER ITS OWN RESPONSIBILITY, THAT:
MEDIXPRO® JEDNORAZOWE PODKLADY MEDYCZNE
MEDIXPRO® DISPOSABLE MEDICAL SHEETS

Model Opis wyrobu / Device description Kod wyrobu (Rozmiar) / Device code (Size) BASIC UDI-DI
M38N-50-X (38x40-50); M51N-50-X (50x40-50);
Niesterylne, bibutowo-foliowe M51N-80-X (50x40-80); M51N-160-X (50x40-160);
PF podklady ochronne, do jedno- M51N-40M-X (50x40); MBON-50-X (60x40-50); M70N-
(PAPER + razowego uzytku. / Non-sterile, 50-X (70x40-50); M33K-48-X (33x48); M33N-50-X 59074579MPIPMPF0159
FOIL) paper+foil protective sheets, (33x50); M515-50-X (50x50); M515-80-X (50x80);
designed for single use. M515-160-X (S0x160); M70S-160-X (70x160); M77K-
210-X (77%210); M150K-210-X (150x210).
Niesterylne, bibutowo-
PN zg‘j’:;:ﬁ‘:;suﬁﬁau‘g&?r;';:ii MPNSON-50-X (50x50-50); MPNEON-50-X (60x50-50);
(PAPER + ; : MPN70N-50-X (70x50-50); MPN77K-210-X (77x210); 59074579MPJPMPNO26K
NONWOVEN) $tReiss paperinon-weven MPN150K-210-X (150%210); MPN33N-31Y (33x31).
protective sheets, designed
for single use.
Niesterylne, bibulowe podktady
ochronne, do jednorazowego . ’
lP MP,ER) uzytku, _/ Non-sterile, paper A0 (ffg;?;gg)(' é%igigg;tso"so'so]' 59074579MPJPMPO3KD
protective sheets, designed
for single use.
Niesterylne, wtdkninowe podktady
N ochronne, do jednorazowego MNSON-50-X {50x50-50); MN6ON-50-X (60x50-50);
(NONWOVEN) uzytku. / Non-sterile, non-woven MN70N-50-X (70x50-50); MN8OK-210-X (80x210); 59074579MPIPMNO4KS
protective sheets, designed for MN160K-210-X (160x210).
single use.

Klasyfikacja wyrobu medycznego:
Classification of the medical device:
Procedura oceny zgodnosci;
Conformity assessment procedure:

Klasa I, zatacznik VIl Rozporzadzenia (UE) 2017/745.
Class I, appendix VIl Regulations (EU) 2017/745.
Zalacznik 11 i 11l Rozporzadzenia (UE) 2017/745.
Appendix Il and Il Regulations (EU) 2017/745.

wyzej wymieniony wyréb medyczny spetnia wymagania Rozporzgdzenia Parlamentu Europejskiego i Rady (UE) 2017/745 z dnia 5 kwietnia

2017 r. w sprawie wyrobdw medycznych oraz, ze jest zgodny z nastepujgcymi normami zharmonizowanymi: PN-EN 1SO 13485:2015;
PN-EN ISC 14971:2012; PN-EN 1SO 10993-1:2010/AC:2010; PN-EN 62366:2008; PN-EN 1041:2010; PN-EN 1SO 15223-1:2017-02.

the above-mentioned medical device meets the requirements of Regulation (EU) 2017/745 of the European Parliament and of the Council

of 5 April 2017 on medical devices and that it complies with the following harmonised standards: PN-EN {SO 13485:2016;

PN-EN 150 14971:2012; PN-EN ISO 10993-1:2010/AC:2010; PN-EN 62366:2008; PN-EN 1041:2010; PN-EN IS0 15223-1:2017-02.
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