MERCATORMEDICAL

UE DECLARATION OF CONFORMITY

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

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

L o

for single use

nitrile,'po'wder-free, dark blue, i

XS ('5’—6) - XL (9-10)

2’100 RD30105001-05

2’200 RD30084001-05

nitrylex® basic

nitrile, powder-free, violet,
for single use .

XS (5-6) - XL (9-10)

2’100 RD30106001-05
a’200 RD30098001-05

classified as medical device class | according to Annex IX of the Council Directive 93/42/EEC meet the essential
requirements of Annex | of the Council Directive 93/42/EEC amended by the Directive 2007/47/EC and comply with
the European harmonized standards: EN 455, EN ISO 15223-1, EN 1041. Conformity assessment procedure
performed according Annex | and Annex VIl of the Council Directive 93/42/EEC amended by the Directive

2007/47/EC.

The products described above are also classified as Personal Protective Equipment Category | 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: EN 420:2003 + A1:2009.

Date and place of issue:
05.03.2019, Krakow

MERCATOR MEDICAL S.A.

ul. Heleny Modrzejewskiej 30, 31-327 Krakow
tel. 12 66 55 400, 'f(ax 1256%55_ 415 —
Rejestracia: Sad Rejonowy dla Krakawa - Srodmiescia w Rrakowie,

j Xt \}\/ daziaf éospodarczy‘ KRS, KRS: 0000036244
Kapitat za\{dadowy (w catoéci wptacony): 10.589.100 PLN

NIP:'677-10-36-424, REGON: 350967107
Numer‘BDOé 000056063

Signed on the behalf of the Manufacturer:

Wadte

Wojciech Hercka

Product Documentation Manager




MERCATORMEDICAL

EU PROHLASENI O SHODE

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

Prohlasujeme na nasi vylu¢nou odpovédnost, Ze nesterilni vySetfovaci a ochranné rukavice:

Znacka Druh Velikosti Referenchni Cisla
nitrilové, nepudrované, tmavé modr3, a’100: RD30105001-05
. . jednorazové XS (5-6) -XL(3-10) | 500 RD30084001-05
nitrylex® basic — - p ;
nitrilové, nepudrované, fialové, XS (5-6) - XL (9-10) a’100 RD30106001-05
jednorazové a’200 RD30098001-05

klasifikované jako zdravotnicky prostredek tfidy | podle pFilohy IX smérnice Rady 93/42/EHS odpovidaji
pFislusnym pozadavkim pfilohy | smérnice Rady 93/42/EHS, novelizované smérnici 2007/47/ES a jsou
v souladu s Evropskymi harmonizovanymi normami: EN 455, EN ISO 15223-1, EN 1041. Procedura
hodnoceni shody vyrobku byla provedena v souladu s pfilohou | a ptilohou VII smérnice Rady
93/42/EHS, novelizovanou smérnici 2007/47/ES.

Vyse popsané vyrobky jsou klasifikované jako osobni ochranné prostredky kategorie | a jsou v souladu
s Nafizenim Evropského parlamentu a Rady (EU) 2016/425 ze dne 9. bfezna 2016 o osobnich
ochrannych prostfedcich a usneseni smérnice Rady 89/686/EHS a Evropskych standardd: EN
420:2003+A1:20009.

Datum a misto vystaveni: Podpis jménem vyrobce:
05.03.2019, Krakov [vlastnorucni podpis véetné razitka]

Wojciech Hercka
Specialista pro technickou dokumentaci



