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EERCATOR

VYHLASENIE O ZHODE EU

Vyrobca: MERCATOR MEDICAL SA
UL. H.MODRZEJEWSKA 30
31-327 KRAKOW, POLSKO

SRN: PL-MF-000018942

Na vlastni zodpovednost vyhlasuje, Ze nesterilné vySetrovacie a ochranné rukavice:

Znacka Typ Velkosti Referencné ¢isla
nitril, bez prasku, modra, pre jednol a'100: RD30019001-05
XS (5-6) - XL (9-10)
poutitie a'200: RD30096001-05

a'50: RD30174001-05

nitril, bez prasku, biela, pre jednol ,
nitrylex® classic XS (5-6) - XL (9-10) a'100: RD30143001-05

ouZitie
’ a'200: RD30097001-05

nitril, bez prasku, fialov4, pre jednol a'100: RD30169001-05
XS (5-6) - XL (9-10)
poutitie a'200: RD30168001-05

Zakladné UDI-DI: 5906615 RD NS N PF 9C

Zamyslané poutzitie: rukavice uréené na poutzitie v oblasti mediciny na ochranu pacienta a pouZzivatela pred krizovou kontaminaciou, urc¢ené na

pouZitie na jednej osobe pocas jedného postupu.

spifiaju ustanovenia nariadenia Eurépskeho parlamentu a Rady (EU) 2017/745 z 5. aprila 2017 o zdravotnickych poméckach, st klasifikované ako
zdravotnicke pomdcky triedy I, pravidlo 5, podla prilohy VIII nariadenia (EU) 2017/ 745 a spifiaju eurépske normy: EN 455-1:2020+A1:2022, EN
455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2021, EN 1041: 2008+A1:2013.

Vy&ie popisané vyrobky st osobné ochranné prostriedky kategérie Il a st v sulade s Nariadenim Eurépskeho parlamentu a Rady (EU) 2016/425 z 9.
marca 2016 o osobnych ochrannych poméckach a uznesenim smernice Rady 89/686/EHS a eurépskymi normami: EN ISO 21420:2020, EN ISO
374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5 :2016.

Vy$Sie popisané vyrobky podliehaju typovej skiske EU (modul B) podla certifikatu € 2777/10015-07/E14-01 vydaného notifikovanou osobou:
Satra Technology Europe Limited (2777)

Bracetown Business Park, Clonee, Dublin 15, Dublin, Irsko

a podliehaju postupu zhody s typom zaloZzenému na vnutornej kontrole vyroby plus kontrolovanych kontrolach vyrobkov v ndhodnych intervaloch

(modul C2) pod dohladom notifikovaného orgénu:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, irsko

Datum a miesto vydania: Podpisané v mene vyrobcu: -
19.04.2023, Krakov O/‘ Gﬁr

Ja budem Garbacz

Manazér pre regulaciu a dokumentaciu

Rev. 2.2, april 2023



Machine Translated by Google

EERCATOR

EU PROHLASENI O SHODE

Vyrobce: MERCATOR MEDICAL SA
UL. H.MODRZEJEWSKA 30

31-327 KRAKOW, POLSKO

SRN: PL-MF-000018942

Prohladuje na svou vyhradni odpovédnost, Ze nesterilni vySetfovaci a ochranné rukavice:

Znacka Typ Velikosti Referencni ¢isla
nitril, bez pudru, modré, pro jednotliv a'100: RD30019001-05
XS (5-6) - XL (9-10)
pouiti a'200: RD30096001-05

a'50: RD30174001-05
nitril, bez pudru, bila, pro jednotliv ,
nitrylex® classic XS (5-6) - XL (9-10) a'100: RD30143001-05

pouziti
a'200: RD30097001-05

nitril, bez pudru, fialova, pro jednotliv a'100: RD30169001-05
XS (5-6) - XL (9-10)
pouziti a'200: RD30168001-05

Z4kladni UDI-DI: 5906615 RD NS N PF 9C

Zamyslené pouZiti: rukavice uréené pro pouZiti v Iékarské oblasti k ochrané pacienta a uZivatele pred kfiZovou kontaminaci, uréené k pouZiti na

jedné osobé béhem jednoho zakroku.

splfiuji ustanoveni nafizeni Evropského parlamentu a Rady (EU) 2017/745 ze dne 5. dubna 2017 o zdravotnickych prostfedcich, jsou klasifikovany
jako zdravotnicky prostredek tridy I, pravidlo 5, podle pfilohy VIII nafizeni (EU) 2017/ 745 a splriuji evropské normy: EN 455-1:2020+A1:2022, EN
455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2021, EN 1041: 2008+A1:2013.

VySe popsané produkty jsou osobni ochranné prostredky kategorie III a splfiuji nafizeni Evropského parlamentu a Rady (EU) 2016/425 ze dne 9.
bFezna 2016 o osobnich ochrannych prostfedcich a usneseni smérnice Rady 89/686/EHS a evropské normy: EN ISO 21420:2020, EN ISO
374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5 :2016.

VySe popsané vyrobky podléhaji EU prezkouSeni typu (modul B) podle certifikatu ¢. 2777/10015-07/E14-01 vydaného notifikovanou osobou:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, Irsko

a podléhaji postupu shody s typem zaloZeném na vnitini kontrole vyroby a kontrolach vyrobkd pod dohledem v ndhodnych intervalech (modul C2)

pod dohledem notifikované osoby:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, Irsko

Datum a misto vydani: Podepsano jpaénem vyrobce:
19.04.2023, Krakov O/ - ?/ G,Q_S_—

J& budu Garbacz

Manazer regulace a dokumentace

Rev. 2.2, duben 2023
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EERCATOR

EU-MEGFELEL® SHKSI NYILATKOZAT

Gyart6 : MERCATOR MEDICAL SA
UL. H. MODRZEJEWSKA 30
31-327 KRAKOW, LENGYELORSZAG

PL-MF-000018942

Kijelenti sajat felel6 sségére, hogy a nem steril vizsgalati és védé keszty( k:

Marka ti pus Méretek Hivatkozési szdmok
nitril, pormentes, kék, egyszemélyes a'100: RD30019001-05

XS (5-6) - XL (9-10)
hasmalat a'200: RD30096001-05

a'50: RD30174001-05

nitril, pormentes, fehér, egyszemélyes ,
nitrylex® classic XS (5-6) - XL (9-10) a'100: RD30143001-05

a200: RD30097001-05

nitril, pormentes, ibolya, szinglihez a'100: RD30169001-05
XS (5-6) - XL (9-10)
haszndiat a'200: RD30168001-05

Alap UDI-DI: 5906615 RD NS N PF 9C

Rendeltetésszerl haszndlat: az orvosi terU leten térténd haszndlatra szant keszty( k, amelyek megvédik a pacienst és a felhasznalét a

keresztszennyezd déstd |, és eqyetlen eljards soran eqy személyen hasznalhato k.

melléklete szerint az orvostechnikai eszk6zokré |sz6 16 2017. aprilis 5-i (EU) 2017/745 eur6 pai parlamenti és tandcsi rendelet el§ i rasainak
megfelelnek, az (EU) 2017/ rendelet VIIL. 745, és megfelelnek az eurd pai szabvanyoknak: EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015, EN
455-4:2009, EN ISO 15223-1:2021, EN 1041: 2008+A1:2013.

rendeletének az egyéni védd felszerelésekrd | és a 89/686/EGK tanacsi iranyelv allasfoglaldsanak, valamint az euré pai szabvanyoknak: EN ISO
21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5 :2016.

Afent lef rt termékek EU-ti pusvizsgalatnak (B modul) esnek &t a 2777/10015-07/E14-01 szdmu tanusi tvany alapjan, amelyet a bejelentett szervezet

bocsatott ki:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, 1 rorszag

és a bejelentett szervezet felli gyelete mellett a belsé gyartasellend rzésen és a fell gyelt termékellené rzéseken alapulé ti pusmegfelel6 ségi

eljaras hatdlya ala tartoznak (C2 modul):

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, rorszag

Kialli tas ideje és helye: A Gyarté neyében alai rva:
2023.04.19., Krakké O/ , f Q,Q_S_—

Leszek Garbacz

Szabalyozasi és dokumentacié s menedzser

Rev. 2.2, 2023. aprilis
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EERCATOR

DECLARATIE DE CONFORMITATE UE

Producator: MERCATOR MEDICAL SA
UL. H.MODRZEJEWSKA 30

31-327 CRACOVIA, POLONIA

Germania: PL-MF-000018942

Declara pe propria sa raspundere ca manusile de examinare si de protectie nesterile:

Marca Tip Dimensiuni Numere de referinta
nitril, fard pulbere, albastru, pentru single a'100: RD30019001-05

XS (5-6) - XL (9-10)
utilizare a'200: RD30096001-05

a'50: RD30174001-05

nitril, fara pulbere, alb, pentru unica ,
nitrylex® clasic XS (5-6) - XL (9-10) a'100: RD30143001-05

utilizare
a'200: RD30097001-05

nitril, fara pulbere, violet, pentru unica a'100: RD30169001-05
XS (5-6) - XL (9-10
utilizare (5-6) ( ) a'200: RD30168001-05

UDI-DI de baza: 5906615 RD NS N PF 9C

Utilizare prevazuta: manusi destinate utilizarii in domeniul medical pentru a proteja pacientul si utilizatorul de contaminarea incrucisata,
destinate a fi utilizate pe o singura persoana in timpul unei singure proceduri.

indeplinesc prevederile Regulamentului (UE) 2017/745 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind dispozitivele medicale,
sunt clasificate ca dispozitive medicale clasa I, regula 5, conform Anexei VIII la Regulamentul (UE) 2017/ 745 si respectd standardele europene:
EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015, EN 455-4:2009, EN ISO 15223-1:2021, EN 1041: 2008+A1:2013.

Produsele descrise mai sus sunt echipamente de protectie individuald Categoria III si respecta Regulamentul (UE) 2016/425 al Parlamentului
European si Consiliului din 9 martie 2016 privind echipamentele individuale de protectie si rezolutia Directivei Consiliului 89/686/CEE si
standardele europene: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN
ISO 374-5:2016.

Produsele descrise mai sus sunt supuse examinarii UE de tip (modulul B) conform certificatului nr. 2777/10015-07/E14-01 eliberat de organismul
notificat:

Satra Technology Europe Limited (2777)
Parcul de afaceri Bracetown, Clonee, Dublin 15, Dublin, Irlanda

si sunt supuse procedurii de conformitate cu tipul bazata pe controlul intern al productiei plus verificari supravegheate ale produsului la intervale
aleatorii (modulul C2) sub supravegherea organismului notificat:

Satra Technology Europe Limited (2777)
Parcul de afaceri Bracetown, Clonee, Dublin 15, Dublin, Irlanda

Data si locul emiterii: Semnat in numele Producatorului:
19.04.2023, Cracovia O/’“ @Qr

Eu voi fi Garbacz

Manager de reglementare si documentare

Rev. 2.2, aprilie 2023



EERCATOR

EU DECLARATION OF CONFORMITY

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

SRN: PL-MF-000018942

Declares under its sole responsibility that non-sterile examination and protective gloves:

Brand Type Sizes Reference Numbers
nitrile, powder-free, blue, for single a’100: RD30019001-05
XS (5-6) - XL (9-10) ,
use a’200: RD30096001-05

. . . a’50: RD30174001-05
. . nitrile, powder-free, white, for single Rk
nitrylex® classic XS (5-6) - XL (9-10) a’100: RD30143001-05

use

a’200: RD30097001-05

nitrile, powder-free, violet, for single a’100: RD30169001-05
XS (5-6) - XL (9-10)

use a’200: RD30168001-05

Basic UDI-DI: 5906615 RD NS N PF 9C

Intended use: gloves intended for use in the medical field to protect patient and user from cross-contamination,
intended to be used on one individual during a single procedure.

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 5, according to Annex VIII of the Regulation (EU)
2017/745 and comply with European standards: EN 455-1:2020+A1:2022, EN 455-2:2015, EN 455-3:2015,
EN 455-4:2009, EN 1SO 15223-1:2021, EN 1041:2008+A1:2013.

The products described above are Personal Protective Equipment Category lll and comply with Regulation (EU)
2016/425 of the European Parliament and the Council of 9 March 2016 on Personal Protective Equipment and
resolution of the Council Directive 89/686/EEC and European standards: ENISO 21420:2020,
EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO 374-4:2019, EN ISO 374-5:2016.

The products described above are subject to the EU Type Examination (Module B) under -certificate
No. 2777/10015-07/E14-01 issued by notified body:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

and are subject to the conformity to type procedure based on the internal production control plus supervised
product checks at random intervals (Module C2) under surveillance of the notified body:

Satra Technology Europe Limited (2777)
Bracetown Business Park, Clonee, Dublin 15, Dublin, Ireland

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

19.04.2023, Krakow 1/ 2

Leszek Garbacz
Regulatory & Documentation Manager

Rev. 2.2, April 2023



