
MERCATORMEDICAL
Pr6[g61i6g

Manufacturer:

EC DECLARATION OF CONFORMITY

MERCATOR MEDICAL S.A.

UL. H.MODRZEJEWSKIEJ 30
3t-327 KRAK6W, POLSKA

We hereby declare under our sole responsibility that non-sterile examination gloves:

Type Brand Size

nitrile, powder free,
blue / violet colour

nitrylexo PF PROTECI xs (s-6); s (6-7); M (7-8); L (8-e); xL (e-10)

classified as Medical devlce, Class I

according to Rule 4 of Annex lX of the Council Directive 93l4Z|EEC

meet the essential requirements of the Council Directive 93l42|EEC amended by the Directive 2007147 /EC
and European harmonized standards: EN 455, EN 980, EN L041.

Conformity assessment procedure of the medical device according to : Annex I and Annex Vll of the Council

Directive 93l42lEEC.

The gloves, described above, classified as PersonalProtective Equipment, Category !-for minimal risk
are in conformity with the provisions of the Councll Directive 89l686lEEC and European harmonized

standards: EN 420, EN 374-1, EN 374-2.

Krak6w, 29.05.2015

MERCATOR MEDICAL
Spolka Akcyjna

ul. Heleny Modrzejewskiej 30
31-327 Krakow

tel. +48 l2 66 55 400. fax +48'12 66 55 415
-6-

Sign on behalf of the Manufacturer:

"1vq+qna Yl; sniowJU o - Not 
"r.10- , d

J ustyna Wi( niowska-Woiny

Product Specialist

Registerred Office

ul. H, Nlodrzejewskiej 30

31-327 Krak6w, Poland
ph./fax: +48 (12) 66 55 4oo

fax: +48 (121 65 55 415
medical@mercatormedical.eu

Lotlstics Center

Stary Brzeic z5E

87-88o BrzeJi Kuiawski, Poland
ph./tax: +48 (54) 252 ro 20

fax: +48 (12) ?52 10 21

kuiawy@mercatormedical.eu

vAT No.: Pr 677 10 36 I24
REcoN:3sog67107

Reglstered in Poland: xRs 36244
SAd Reionowy dla (rakowa.5rodmieicia

Xl Wydzial Gospodarczy KRs

Paid-up capital: 8 643 4oo P!N

rso certlflcates (DNV cEnilElED):

ISO 9OO t:2O08;

no. 93133-2O11-AQ-POt-fl NAS

rso 13485:zo03;

no. 93134-2011-AQ-POt"-FtNAS

www.mercatormedical.eu
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MERCATOR M EDICAL
Prorectrnq

Manufacturer:

EC DECIARATION OF CONFORMIW

MERCATOR MEDICAL S.A.

UL. H.MODRZEJEWSKIEJ 30
3L-327 KRAK6W, POTSKA

declares under sole responsibility that non-sterile examination gloves:

classified as Medicaldevice, Class I

according to Rule 4 of Annex lX of the Council Directive 93/42/ECC

meet the essential requirements of the Council Directive g3l4a|EEC amended by the Directive 2OO7l47 /EC
and European harmonized standards: EN 455, EN 980, EN 1041.
Conformity assessment procedure of the medical device according to : Annex I and Annex Vll of the Council
Directive 93/42lEEC.

The gloves, described above, classified as Personal Protective Equipment, Category lll are in conformity
with the provisions of the Council Directive 89l686|EEC and European harmonized standards:

EN 420 EN 374 EN 388

fhe gloves, described above, are identical to the Personal Protective Equipment which was subject to
the ECType Examination Certificate Number 04813597 issued by:
CENTEXBEL, Notified Body 0493

Technologie Parl(,7,8E-9052 Zwijnaarde (Gent)

:

and are'subject to the procedure set out in Article 118 of the Council Directive gg/6g6/EE]under
the supervision of:

SGS United Kingdom Limited, Notified Body 0120
Unit 2028, worle Parkway, weston-super-Mare, Bs22 GWA, United Kingdom.

Krak6w, 29,05.2015

MERCATOR MEDiCAL
Sp6lka AkcYjna

ul. Helejny Modrzejewskiej 30
31'327 Krak6w

tel. +48 12 66 55 400, l&\ +48 12 66 55 415
.6.

Iotlstics Center
Stary Brzeic z5E

87-880 Erzeii Kujawski, poland

ph./fax: +48 (S4) 2s2 10 20
fax: +48 (12) z5z 10 2r
kuiawy@mercatormedical.eu

Signed on behalf of the Manufacturer:

/usryno Nii'niq.ptu a' NoinV
J ustyna WiSniowska-Woiny
Product Specialist

vAr No.: pr 577 10 36 424
REGoN: 350967ro7
ReBistered in Poland: KRs 36244
SEd ReJonowy dla Krakowa-Sr6dmieScia

Xl Wydrial Gospodarczy xRs

Pald-up capital:8 543 4oo pt N

rso certiflcat€s {DNv cERtlFtEo):

tso 9oor:zoog;
no. 93133-2011.AO-POt--FINAS

rso 13485;2oo3;

no. 93134-2011-AQ-POt-FtNAS

www.mercatormedical.eu

Registered Offfce
ul. H. Modrzeiewskiej 3o

31-327 Krakdw, poland

ph./fax: +48 (rzl 66 55 aoo
fax: +48 (12) 55 55 415
m€dical@mercatormedical.eu
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Type Brand Sizes

latex, powder free comforto PF xs (s-6); s (6-7); M (7-8); L (s-s); xL (e-i.o)
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