EU PROHLASENI O SHODE

dle nafizeni Evropského parlamentu a Rady (EU) 2017/745, 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, Hridek nad Nisou, Ceska
republika

Identifikaéni Gidaje o vyrobku;

Nazev: Jednorazové nitrilové rukavice Vulkan

Zakladni UDI-DI: 859420032NIT5GH

Kédy zdravotnického prosiedku: 9057-X, 9057-X-k, 9059-X,
9059-X-k, 9054-X, 9054-X-k

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

Varianta: modrofialova/modra, éernd, rizova

Uréeny (del pouZiti: Zdravotnicky prostfedek Jednorazové
nitrilové rukavice Vulkan chréni uZivatele pred potfisnénim z
vnéjiiho prostiedi a soucasné chranf pred pfimym stykem lidské
pokozky s jidlem a zboZim ve vyrobnim procesu. Lze je pouzit na
jednoduché dkony ve zdravotnictv, pecovatelské pédi,
potravinafstvi, zemédélstvi i v primyslovych provozech. Chrani
také pacienta pted kontaminaci.

T¥ida zdravotnického prostiedku: | 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 1SO 15223-1:2022, CSN EN 20417:2021, CSN
EN 455-1:2001+A1:2022, CSN EN 455-2:2016, CSN EN 455-3:2015,
SN EN 455-4:2010, CSN EN 1SO 10993-1:2020, CSN EN 16523-
1:2015+A1:2019, CSN EN ISO 374-1:2017, CSN EN 21420:2021, CSN

EN 374-5:2017

Vyrobce prohlasuje na svou vyhradni odpovédnost, Ze
vlastnosti vySe uvedeného zdravotnického prostfedku a
osobniho ochranného prostifedku spliiuji vSechny poZadavky v
souladu nafizenim Evropského parlamentu a Rady (EU)
2017/745, a vsouladu s nafizenim Evropského parlamentu a
Rady (EU) 2016/425, e je tento zdravotnicky prostifedek a
ochranny osobni prostfedek pro urleny tcel pouZiti bezpecny,
ucinny a vhodny pro poskytovani zdravotni péce.

Vyrobce dile prohla3uje, Ze pfijal opatieni, kterymi zabezpeduje
shodu zdravotnického prostiedku uvddéného na trh s obecnymi
poZadavky na bezpeénost a ti¢innost a technickou dokumentaci
vyrobce. Postup posouzeni shody se fidi dle ¢l. 52, odst. 7
naFizeni (EU) 2017/745. Vyrobce dile deklaruje, Ze posoudil
shodu se zakladnimi poZadavky dle pfilohy IV nafizeni 2016/425.

Hradek nad Nisou, dne 7.1. 2025/
Hradek nad Nisou, 7th January 2025

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:

Title: Disposable nitrile gloves Vulkan

Basic UDI-DI: 859420032NIT5GH

Code of medical device: 9057-X, 9057-X-k, 9059-X, 9059-X-k,
9054-X, 9054-X-k

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

Variants: blueviolet/blue, black, pink

Intended use: Medical device Disposable nitrile gloves Vulkan
protects the wearer against splashes from the external
environment and at the same time protects against direct
contact of human skin with food and goods in the production
process. They can be used for simple tasks in healthcare, nursing,
food, agriculture and industrial operations. It also protects the
patient from contamination.

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

Standards applied:

CSN EN 1SO 13485 ed. 2:2016, CSN EN 1SO 14971:2020, CSN EN
62366-1:2019, CSN EN SO 15223-1:2022, (SN EN 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, (SN EN 16523-
1:2015+A1:2019, CSN EN 1SO 374-1:2017, CSN EN 21420:2021, CSN

EN 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. 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
feditelka spole¢nosti



