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Manufacturer BATIST Medical a.s.

Address: Nerudova 309, 549 41 Cerveny Kostelec,
Czech Republic

Products: Examination gloves

Models:
See attachment

Product classification:

The product is classified according to the rule of Annex
VIII of the Regulation 2017/745 concerning medical
devices as Class I, non-sterile, non-active, non-invasive
devices for short term duration of use.

We declare on our responsibility that the CE marked
products meet the provisions of the Medical Device
Regulation (EU) 2017/745 and Personal Protective
Equipment Regulation (EU) 2016/425 when used in
accordance with their intended uses.

Conformity assessment procedure:
Annex Il and III of Regulation 2017/745

This Declaration of Conformity is also issued on the
basis of fulfilment the requirements of the Personal
Protective Equipment Regulation (EU) 2016/425 for
Caregory I .

Vyrobee BATIST Medical a.s.

Adresa Nerudova 309, 549 41 éerveny Kostelec, Czech
Republic

Produkty: Vysetiovaci rukavice

Modely:
viz piiloha

Klasifikace produktu:

Produkt je klasifikovan podle pravidla piilohy VIII
Natizeni 2017/745 zatazujici zdravotnicky prostiedek do
Tridy I, jako nesterilni neinvazivni prostiedky pro
kratkodobou aplikaci.

Prohlasujeme na naSi odpovédnost, Ze vyrobky s
oznaCenim CE spliiuji ustanoveni Nafizeni o
zdravotnickych prostiedcich (EU) 2017/745 a
Narizeni o osobnich ochrannych prostiedcich (EU)
2016/425, pokud se pouZivaji v souladu s jejich
ur¢enym ucelem.

Postup posuzovani shody:
Ptiloha II a III nafizeni 2017/745

Toto prohlaseni o shodé je vydano také na zaklad& splnéni
poZadavkli Natizeni o osobnich ochrannych prostiedcich
(EU) 2016/425 pro kategorii 1.
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Applied Standards:

CSN EN ISO 13485:2016 — Medical devices — QMS —
Requirements for regulatory purposes

CSN EN 14971:2012 — Application of risk management
to medical devices

EN 455-1: 2000 Requirements and testing for freedom
from holes

EN 455-2: 2015 Requirements and testing for physical
properties

EN 455-3: 2015 Requirements and testing for biological
evaluation

EN 455-4 : 2009 Requirements and testing for shelf life
determination

EN 420: 2003+Al: 2009 Protective gloves - General
requirements and test methods

The issued Declaration of Conformity is related to the
corresponding Technical file for the given products, and
to the first and to any subsequent batches of the given

product. ‘
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Aplikované normy:

CSN EN ISO 13485:2016 - Zdravotnické prostiedky -
Systémy managementu kvality - Pozadavky pro acely
predpisi

CSN EN 14971:2012 - Zdravotnické prostiedky- Aplikace
fizeni rizika na zdravotnické prostiedky

EN 455-1: 2000 Pozadavky a zkou$eni nepropustnosti

EN 455-2: 2015 Pozadavky a zkouseni fyzikalnich
vlastnosti

EN 455-3: 2015 Pozadavky a zkouseni pro biologické
hodnoceni

EN 455-4 : 2009 Pozadavky a zkouSeni pro stanoveni
doby skladovatelnosti

EN 420: 2003+A1: 2009 Ochranné rukavice - VSeobecné
pozadavky a metody zkouSeni

Vydané prohlaseni o shodé se vztahuje k odpovidajici
technické dokumentaci pro dané vyrobky, k prvni a
jakékoliv nasledné $arzi daného produktu.
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Attachment - list of models

Sem/Iac Rukavice vyS. nitril. nepud.cerné S a 100ks
1 32380581 5 Semilac Black Nitrile Examination Powder Free Gloves S, 100 pcs

Semilac Rukavice vy$. nitril. nepud.cerné M & 100ks
1323805816 Semilac Black Nltr//e Exam/natron Powder Free Gloves M, 100 pcs

Semilac Rukavice vys. nitril. nepud.c¢erné L & 100ks
1323805817 Semilac B/aok N/tr/Ie Examination Powder Free Gloves L 100 pcs

Semilac Rukavice vys. nitril. nepud.cerné XL & 100ks
1323805818 Sem//ac Black Nitrile Exam/nat/on Powder Free G/oves XL, 1 00 pcs

FLOWER Rukavice vys. nitril. nepud.éerné S @ 100ks
1323805819 F/ower B/ack Nitrile Exammat/on Powder Free Gloves S, 100 pcs

FLOWER Rukavice vy$. nitril. nepud.éerné M & 100ks
1323805820 Flower Black Nitrile Examination Powder Free Gloves M, 100 pcs

FLOWER Rukavice vys. nitril. nepud.éerné L & 100ks
1323805821 Flower Black Nitrile Examination Powder Free Gloves L, 100 pcs

FLOWER Rukavice vys. nitril. nepud.cerné XL & 100ks
1323805822 Flower Black Nitrile Exam/nat/on Powder Free Gloves XL, 100 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré S & 100ks
1323805823 Powder Free Nitrile Exam/nat/on Gloves Dark Blue S, 100 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré M & 100ks
1323805824 Powder Free Nitrile Examlnatlon Gloves Dark Blue M, 100 pcs

Rukavice BATIST vyS$. nitril. nepud. tmavé modré L & 100ks
1323805825 Powder Free Nitrile Examination G/oves Dark Blue L, 100 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré XL & 100ks
1323805826 Powder Free Nitrile Exam/nat/on Gloves Dark Blue XL, 100 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré S & 200ks
1323805827 Powder Free Nitrile Examination Gloves Dark Blue S, 200 pcs

Rukavice BATIST vyS. nitril. nepud. tmavé modré M & 200ks
1323805828 Powder Free Nitrile Exam/nat/on Gloves Dark Blue M, 200 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré L & 200ks
1323805829 Powder Free Nitrile Examlnat/on Gloves Dark Blue L, 200 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré XL & 200ks
1323805830 Powder Free Nitrile Exam/nat/on Gloves Dark Blue XL, 200 pcs

Rukavice BATIST vys. nitril. nepud. tmavé modré XS & 100ks
1323805890 Powder Free Nitrile Examination Gloves Dark Blue XS, 100 pcs
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