EU PROHLASENI O SHODE

dle nafizeni Evropského parlamentu a Rady (EV)
2017/745, o zdravotnickych prostiedcich 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 Gidaje o vyrobku:

Nazev: Jednorazové nitrilové rukavice Vulkan

Zakladni UDI-DI: 859420032NIT5GH

Kédy zdravotnického prostiedku: 9057-X, 9059-X
Velikosti (X): XS (5-6), S (6-7), M (7-8), L, (8-9), XL (9-10)
Varianta: modro-fialovd/modr3, ¢ernd

Uréeny el pouiti: Zdravotnicky prostfedek
Jednorézové nitrilové rukavice Vulkan chrani uZivatele
pred potffsnénim z vnéjsiho prostiedf a soucasné chréni
pred primym stykem lidské pokozky s jidlem a zboZim ve
vyrobnim procesu. Lze je pouzit na jednoduché dkony ve
zdravotnictvi, pefovatelské pé¢i, potravindistvi,
zem&délstvi i v pr@myslovych provozech. Chrani také
pacienta pred kontaminaci.

T¥ida zdravotnického prostfedku: | dle pravidla 5 pfilohy
VIll nafizeni Evropského parlamentu a Rady (EU) <&

2017/745.

Pouzité normy:

CSN EN ISO 13485 ed. 2 :2016, CSN EN 1SO 14971:2020, CSN
EN 62366-1:2019, CSN EN ISO 15223-1:2022, CSN EN
20417:2021, CSN EN 455-1:2001+A1:2022, CSN EN 455-
2:2016, CSN EN 455-3:2015, CSN EN 455-4:2010, CSN EN 1SO
10993-1:2020, CSN EN 16523-1:2015+A1:2019, (SN EN 1SO
374-1:2017, CSN EN 2142042021, CSN EN 374-4:2019, (SN
EN ISO 374-5:2017.

Vyrobce prohlafuje na svou vyhradni odpovédnost, Ze
vlastnosti vySe uvedeného zdravotnického prostiedku a
osobniho ochranného prostiedku spliiuji viechny pozadavky v
souladu nafizenim Evropského parlamentu a Rady (EU)
2017/745, a v souladu s nafizenim Evropského parlamentu a
Rady (EU) 2016/425, e je tento zdravotnicky prostiedek a
ochranny osobni prostfedek pro uréeny el pouZiti bezpeény,
G&inny a vhodny pro poskytovini zdravotni péée. Vyrobce dile
prohlasuje, Ze pfijal opatfeni, kterymi zabezpeuje shodu
zdravotnického prostfedku uvadéného na trh se zakladnimi
pozadavky a technickou dokumentaci vyrobce dle €l. 52, odst. 7
nafizeni Evropského parlamentu a Rady (EU) 2017/745.

Hradek nad Nisou, dne 6. 2. 2023 /
Hradek nad Nisou, 6t February 2023

In accordance with Regulation (EU) 2017/745 of the
European Parliament and of the Council, on medical
devices and in accordance with 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 Identifier:

Trade Name: Disposable Nitrile Gloves Vulkan
Basic UDI-DI: 859420032NIT5GH

Codes of medical device: 9057-X, 9059-X

Sizes (X): XS (5-6), S (6-7), M (7-8), L, (8-9), XL (9-10)
Variant: blue-violet/blue, black

Intended use: Medical device Disposable Nitrile Gloves
vulkan protect the user from skin exposure to the
external environment and also provide protection of the
human skin from direct contact with food and goods in
the production process. Can be used for simple tasks in
health care, nursing care, food industry, agriculture and
in ndustrial plants. They also protect the patient from
contamination.

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

Standards applied:

¢SN EN 1SO 13485 ed. 2 :2016, CSN EN 1SO 14971:2020, CSN
EN 62366-1:2019, CSN EN 1SO 15223-1:2022, CSN EN
20417:2021, CSN EN 455-1:2001+A1:2022, CSN EN 455-
212016, CSN EN 455-3:2015, CSN EN 455-4:2010, CSNEN ISO
10993-1:2020, CSN EN 16523-1:2015+A1:2019, CSN EN 1SO
374-1:2017, CSN EN 2142042021, CSN EN 374-4:2019, 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 (EU) 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 pursuant to Article 52 (7) of Regulation (EU)
2017/745 of the European Parliament and of the Council.
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