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In application of the Regulation (EU) 2016/425 of 9 March 2016 concerning the harmonization of the Member States
legislation relative to personal protective equipment, Centexbel Notified body 0493 authorized by the FPS Economy
{Federal Public Services) has issued the following:

EU TYPE EXAMINATION CERTIFICATE
Nr. 032/2019/0836

This EU Type examination certificate is valid until 07 May 2024

to: Ansell Healthcare Europe nv, Brussel
for;  The Gloves GAMMEX® Latex Textured

The personal protective equipment above mentioned satisfies the applicable essential safety requirements of the
Regulation (EU) 2016/425.

For the argumentation, the following standards are used:
EN 420:2003+A1:2009 Protective gloves - General requirements and test methods

EN IS0 374-1:2016 Protective gloves against dangerous chemicals and micro-organisms - Part 1: Terminology and
performance requiremnents for chemical risks

EN IS0 374-5:2016 Protective gloves against dangerous chemicals and micro-organisms - Part 5: Terminology and
performance requirements for ricro-organisms risk

if there is a former EC Type examination certificate according to the Directive 89/686/EEC this certificate remains valid
until 21 April 2023 unless it expires before that date, for products that were manufactured before the issuance of this
new EU Type examination certificate according to the Regulation (EU) 2016/425.

This is PPE of category B, subject to regular checks in accordance with article 19 of the European PPE Regulation. In
agreement with the manufacturer's choice audits of the production process shall be carried out to assess the
Conformity of type (Module D). The manufacturer must be able, on request, to present the audit report. A first audit
shall be performed at the latest on 31 Dec 2020 and at least be repeated with intervals of one year.

This declaration applies to the equipment as submitted in the type testing and described in the manufacturer’s
+ ‘technical documentation {As described in 2016/425 Annex iil) that is registered with number 11951,

issued by Czntexbel, Notified Body 0493, in Ghent, on 07 May 2019

ge De W

Certifigdtidn Manager

Attached: 1 Annex
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ANNEX

EU TYPE EXAMINATION CERTIFICATE Nr. 032/2019/0836

1. Applicant

Ansell Healthcare Europe nv
Riverside Business Park Spey House
Internationalelaan 55

1070 Brussel

Belgium

2. Description

EN ISO 374-1/ Type B

ENISO 374-5

VIRUS

3. Materials and accessories

Gloves
s  GAMMEX® Latex Textured
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4. Technical documentation

Summary test results

EN 420:2003+A1:2009 Gloves GAMMEX® Latex Textured

Method Description Resuit Class
EN 1413 pH - textile PASS

EN 14362-1 AZ0 dyes for colored gloves

EN 420 length Length PASS

EN 420 dexterity Dexterity PASS Level 5
1149-1/ 1149-2 / 1149-3 | Electrostatic properties / /
ENISO 374-1:2016 Gloves GAMMEX® Latex Textured

Method Description Result Class
EN 374-2 Penetration PASS

EN 16523-1 Permeation K PASS Level 5
EN 16523-1 Permeation P PASS Level 4
EN 16523-1 Permeation T PASS level 6
EN 374-4 Degradation K PASS

EN 374-4 Degradation P ) PASS

EN 374-4 Degradation T PASS

Type of glove PASS Type B
EN iSO 374-5:2016 Gloves GAMMEX® Latex Textured

Method Description Resuit Class
EN 374-2 Penetration PASS

1SO 16604 Proc. B Protection against viruses PASS
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Description/Picture of article

Article The Gloves GAMMEX® Latex Textured

%,

The above picture is a general picture of the article. Possible variations of the above article can be present
in the technical file.

Note:
Any modification in material, design, or other technical features must be brought to the attention of the
Notified Body. '
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Na zakladé Nafizeni EU 2016/425 ze dne 9. bfezna 2016 o shlizovani pravnich predpist &lenskych stétd
tykajicich se osobnich ochrannych prostfedki vydal Centexbel, notifikovani osoba 0493 opravnéné
Federalnimi vefejnymi sluzbami pro hospodafstvi (FPS Economy), tento:

EU CERTIFIKAT PREZKOUSENI TYPU
¢.032/2019/0836

Tento EU certifikat pfezkouseni typu plati do 7. kvétna 2024

komu: Ansell Healthcare Europe nv, Brusel

pro: rukavice GAMMEX® Latex Textured

Vyse uvedené osobnf ochranné prostiedky spliiujf piislusné zékladni bezpetnostni pozadavky Nafizeni
EU 2016/425.

K dokazani vyse uvedeného byly pouZity nasiedujici normy:
EN 420:2003+A1:2009 Ochranné rukavice — V8eobecné pozadavky a metody zkougeni

EN 1ISO374-1:2016 Ochranné rukavice proti nebezpeénym chemikéliim a mikroorganizmim —
Cast 1: Terminologie a pozadavky na provedeni pro chemické rizika

EN ISO 374-5:2016 Ochranné rukavice proti nebezpeénym chemikaliim a mikroorganizmdm —
Cast 5: Terminologie a pozadavky na provedeni pro rizika viivem
mikroorganizm(i

Pokud jiz existuje dfivéjsi ES certifikat pfezkou$eni typu podle smérnice 89/686/EHS, zlistava tento certifikat
v platnosti do 21. dubna 2023, pokud jeho platnost neskoné&i pred timto datem, a to pro vyrobky, které byly
vyrobeny pred vydanim tohoto nového EU certifikatu pfezkoueni typu podie Nafizeni EU 2016/425.

Toto je OOP lll. kategorie, podléhajici pravidelnym kontrolam podle &lanku 19 evropského nafizeni k OOP.
V souladu s tim, co si zvoli vyrobce, budou provadény audity vyrobniho procesu shody typu (modul D). Vyrobce
musi byt schopen na pozadani predioZit zkusebni zpravu z auditu. Prvni audit bude proveden nejpozdséji 31.
prosince 2020 a bude se opakovat minimalné v ro¢nich intervalech.

Toto prohlaseni plati pro prostfedek (OOP) predlozeny k pfezkou$eni typu a popsany v technické dokumentaci
vyrobce (jak je popséna v Priloze Il Nafizeni 2016/425), ktera je zaregistrovana pod &islem 11951.

Vydal Centexbel, notifikované osoba 0493 v Gentu dne 7. kvétna 2019.
Podpis neciteiny
Inge De Witte

Manazerka certifikaci

Pfiloha: 1 pfiloha
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PRILOHA

ES CERTIFIKAT PREZKOUSENI TYPU C. 032/2019/0836

1. Zadatel

Ansell Healthcare Europe nv
Riverside Business Park Spey House
Internationalelaan 55

1070 Brusel

Belgie

2. Popis

ENISO 374-1/ Type B

3 Materialy a pfisluSenstvi

Rukavice
»  GAMMEX® Latex Textured
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4. Technickd dokumentace
Shrnuti vysledki zkousek
EN 420:2003+A1:2009 Rukavice GAMMEX ® Latex Textured
Metoda Popis Vysledek Tida
EN 1413 pH - textil Vyhovuje
EN 14362-1 AZ0 barviva pro barvené rukavice
EN 420 délka Délka Vyhovuje
EN 420 Uchopova schopnost Uchopova schopnost Vyhovuje Urove# 5
1149-1/1149-2 / 1149-3 Elektrostatické vlastnosti / /
EN ISO 374-1:2016 Rukavice GAMMEX ® Latex Textured
Metoda Popis Vysledek TFida
EN 374-2 Penetrace Vyhovuje
EN 16523-1 Permeace K Vyhovuje Uroveh 5
EN 16523-1 Permeace P Vyhovuje Urover 4
EN 16523-1 Permeace T Vyhovuje Uroveh 6
EN 374-4 Degradace K Vyhovuje
EN 374-4 Degradace P Vyhovuje
EN 374-4 DegradaceT Vyhovuje
Typ rukavice Vyhovuje TypB
EN ISO 374-5:2016 Rukavice GAMMEX ® Latex Textured
Metoda Popis Vysledek Ttida
EN 374-2 Penetrace Vyhovuje
I1SO 16604 Proc. B Ochrana proti virdm Vyhovuje

CENTEXBEL + TEXTILE COMPETENCE CENTRE
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Popis / fotografie vyrobku .

Vyrobek  Rukavice GAMMEX ® Latex Textured

Obrazek vy&e je vdeobecnym zobrazenim vyrobku. Pfipadné varianty vy$e zobrazeného vyrobku mohou byt
uvedeny v technickém souboru. o
Poznamka: «

Na jakoukoli zménu materialu, navrhu &i jinych technickych vlastnosti je nutné upozornit notifikovanou osobu.
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Tlumodnicka dolozka

Jako tlumognice jazyka ¢eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &,j. Spr. 698/91 stvrzuji, Ze mnou provedeny pi'eklad souhlasi s textem prlpOJene listiny.
Tlumodnicky tikon je zapsan v deniku pod pof. &.  Jd 2 F dne 2. 4. 2020.

Yo. Spr 698/91 I hereby certify that my translation corresponds with the original attached document.
i§ recorded in the translator’s book of records under No. £ 2 F on 2} . ¢. 2020.
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