EU PROHLASEN{ O SHODE

dle nafizeni Evropského parlamentu a Rady (EV)
2017745, o zdravotnickych prostfedcich a dle nafizeni
Evropského parlamentu a Rady (EU) 2016/425, o
osobnich ochrannych prostfedcich.

Vyrobce: VULKAN-Medical, a.s.
sidlo: U gumovky 439, 463 34, Hradek nad Nisou, Ceska
republika

Identifikaéni idaje o vyrobku:
Nazev: Rukavice latexové
pudrované

Zakladni UDI-DI: 859420032LAT3EP

Katalogové dislo: 9015-X
Velikosti (X): XS (6), S (7), M (8), L, (9), XL (10)

vydetfovaci, Sensitive,

Uréeny Glel: Zdravotnicky prostfedek Rukavice latexové
vyietiovadi, Sensitive, pudrované jsou nesterilni Iékaf'ské
rukavice, které se pouzivaji k provadéni lékaiského
vysetieni, diagnostickym nebo terapeutickym zdkrokiim
‘a pro prace se zdravothickfm materidlem:. ~Chranf
pacienta i uZivatele. Snadno se navlékajf a pfizplsobuiji
tvaru ruky. Rukavice jsou uréeny na jedno pouZiti.

T¥ida zdravotnického prostfedku: | die pravidla 5 pfilohy
VIl nafizeni (EVU) 2017/745.

PouZité normy:

¢SN EN 1SO 13485 ed. 2:2016, CSN EN 1SO 14971:2020, CSN
EN 62366-1:2019, CSN EN ISO 15223-1:2022, CSN EN 1SO
204172021, CSN EN  455-1:2001+A1:2022, (SN EN
455-2:2016, CSN EN 455-3:2015, CSN EN 455-4:2010, CSN
EN 1SO 10993-1:2020, CSN EN 1SO 374-1:2017, CSN EN 1SO

374-5:2017.

Vyrobce prohladuje na svou vyhradni odpovédnost, Ze
vlastnosti vySe uvedeného zdravotnického prostfedku a
osobniho ochranného prostfedku splfiuji vSechny pozadavky v
souladu nafizenim Evropského parlamentu a Rady (EU)
2017/745, a vsouladu snafizenim Evropského parlamentu a
Rady (EU) 2016/425, Ze je tento zdravotnicky prostiedek a
ochranny osobnf prostfedek pro uréeny ucel pouZiti bezpecny,
G&inny a vhodny pro poskytovani zdravotni péce.

Vyrobce dile prohladuje, Ze pfijal opatFeni, kterymi zabezpeduje
shodu zdravotnického prostfedku uvadéného na trh s obecnymi
pozadavky na bezpe¢nost a tilinnost a technickou dokumentaci
vyrobce. Postup posouzeni shody se fidi dle &l. 52, odst. 7
natizeni (EU) 2017/745. Vyrobce déle deklaruje, fe posoudil
shodu se zékladnimi pozadavky dle pilohy IV nafizeni 2016/425.
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EU DECLARATION OF CONFORMITY

in accordance with Regulation (EU) 2017/745 of the
European Parliament and of the Council, on medical
devices and Regulation (EU) 2016/425 of the European
Parliament and of the Council, on personal protective
equipment.

Manufacturer: VULKAN-Medical, a.s.
Registered office: U gumovky 439, 463 34, Hradek nad
Nisou, Czech Republic

Product identification:

Trade Name: Latex Examination Gloves, Sensitive,
powdered

Basic UDI-DI: 859420032LAT3EP

Catalogue No.: 9015-X

Sizes (X): XS (6), S (7), M (8), L, (9), XL (10)

Intended use: Medical device Latex Examination Gloves,
Sensitive, powdered are non-terile medical gloves,
which are used for medical examination, diagnostic or
therapeutic procedures and for the handling of medical
material. They protect the patient and the user. They don
and adapt to the hand shape easily. The gloves are
intended for single use only.

Class of medical device: | according to the rule 5 Annex
VIiI Regulation (EU) 2017/745.

Applied standards:

¢SN EN 1SO 13485 ed. 2:2016, CSN EN 15O 14971:2020, CSN
EN 62366-1:2019, CSN EN 1SO 15223-1:2022, CSN EN 1SO
20417:2021, CSN EN  455-1:2001+A1:2022, (SN EN
455-2:2016, CSN EN 455-3:2015, CSN EN 455-4:2010, CSN
EN 1SO 10993-1:2020, CSN EN 1SO 374-1:2017, CSN EN iSO

374-5:2017.

The manufacturer declares under its sole responsibility, that the
characteristics of the above medical device fulfill all the
requirements laid down in with Regulation (EV) 2017/745 of the
European Parliament and of the Council, on medical devices,
and with Regulation (EU) 2016/425 of the European Parliament
and of the Council, on personal protective equipment, that the
medical device and personal protective equipment is safe and
effective for the intended purpose, and appropriate for the
provision of healthcare.

The manufacturer further declares that it has taken measures
to ensure compliance of the medical device placed on the
market with the general safety and performance requirements
and the manufacturer's technical documentation. Conformity
assessment is pursuant to Article 52 (7) of Regulation (EU)
2017/745. The manufacturer further declares that he has
assessed compliance with the essential requirements under
Annex IV of Regulation 2016/425.

Ing. Lenka Hochmanova
teditelka spole¢nosti/ Director



