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Notified Body: 2777 SATRA customer number: P1808

EU Type-Examination Certificate

Certificate number: 2777/10467-05/E21-01

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation. It has been issued
Under Module B of Regulation 2016/425 on personal protective equipment. This product group has been shown to
satisfy the applicable essential health and safety requirements as a Category Il product.

Product reference: Description:
RLBXSPPP*07 — Latex Powder Free Gloves, Chlorinated, Non-Sterile.
RLBXLPPP*07

PPP* - indicates
number of pieces

Sizes: Classification:
XS 56 EN ISO 374-1:2016 + A1: 2018 /Type B Level EN ISO 374-4: 2019 Degradation %
S 67 40% Sodium Hydroxide (K) 4 -72.4%
M 78 96% Sulphuric Acid (L) 1 92.9%
L 8-9 65% Nitric Acid (M) 1 20.9%
XL 9-10 37% Formaldehyde (T) 6 -81.7%
30% Hydrogen Peroxide (P) 6 -64.1%

EN ISO 374-5:2016
Resistance to Bacteria and Fungi Pass
Resistance to Virus Pass

Standards/Technical specifications applied:
EN ISO 21420:2020; EN ISO 374-1:2016+A1:2018; EN ISO 374-5:2016

Technical reports/Approval documents:
SATRA: SPC0250643/1641/LH/D/Issue 2, CHM0259121/1725/LH/C, CHM0303662/2042/SPT/3, CHM0259121/1725/LH/D,
SPC0250643/1641/A, CHM0303662/2042/LH/B
proQares: 66498

Date of issue: 24/08/2023
Signed on behalf of SATRA: @A\-@m Geoff Graham Expiry date:  10/01/2027

k Page 1 of 2 j

SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.




TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and
those given in the current certification agreement. This certificate has been issued in accordance with
Annex V (Module B) of the applicable legislation (see note 11).

Please note:

10.

11.

Where the product is classified as category Ill then CE or UKCA Marking of production is reliant
on current compliance with module C2 or Module D of the applicable legislation (See note 11).
(Except that specifically produced to fit an individual user).

Full details of the scope of the certification and product(s) certified are contained within the
manufacturer’s technical documentation.

Where a translation of this certificate exists, the English language version shall be considered
as the authoritative text.

Certification is limited to production undertaken at the sites listed in the manufacturer's
technical documentation.

Ongoing manufactured product shall be consistent with the product(s) certified and listed on
this certificate and an EU declaration of product conformity shall be made available in
accordance with the applicable legislation (See note 11)

The Manufacturer shall inform SATRA of any changes to the certified product or technical
documentation.

Where results obtained during type testing are within the budget of uncertainty when compared
to the pass requirement, classification or performance level, then it is the responsibility of the
manufacturer to ensure that the factory production control and manufacturing tolerances are
such that the product placed on the market meets with the stated requirements, classifications
or performance levels.

This certificate shall be kept together with the relevant technical documentation in a safe place
by the client named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state, or UK government.

This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown.

SATRA reserves the right to withdraw this certificate if it is found that a condition of
manufacture, design, materials or packaging have been changed and therefore no
longer comply with the requirements of the applicable legislation (See note 11).

These terms and conditions shall apply to the requirements set out in Regulation (EU)
2016/425 of the European Parliament and of the council of 9th March 2016 on personal
protective equipment or to UK legislation relating to UKCA Marking as defined within the
issued certificate.
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Volny preklad Vydano komu:

ZARYS International Group sp z o0.0. sp. k.
Pod Borem 18

41-808 Zabrze

Polsko

Cislo notifikované osoby: 2777 Cislo klienta SATRA: P1808

EU Certifikat o zkousce

Certifikat ¢. 2777/10467-05/E21-01

Tento certifikdt EU prezkouseni typu se vztahuje na nasledujici skupiny vyrobkd podporované
testovanim podle pfislusnych norem/technickych specifikaci a pfezkoumanim dokumentace technické
dokumentace. Ten byl vydan podle modulu B nafizeni 2016/425 o osobnich ochrannych prostfedcich.
Bylo prokazano, Ze tato skupina vyrobk( splriuje platné pozadavky na ochranu zdravi a bezpecnost jako
vyrobek kategorie Ill.

Reference produktu: Popis:
Latexové vySetfovaci rukavice bez pudru, chlorované, nesterilni

RLBXSPPP*07
RLBXLPPP*07
(PPP* uvadi pocet kust)

Velikost: Klasifikace:
XS (5-6) EN ISO 374-1:2016+A1:2018 / typ B Uroven EN ISO 374-4:2019
S (6-7) degradace %
M (7-8) 40% Hydroxid sodny (K) 4 -72,4 %
L (8-9) 96% Kyselina sirova (L) 1 92,9%
XL (9-10) 65% Kyselina dusi¢na (M) 1 20,9 %

37% Roztok formaldehydu (T) 6 -81,7 %

30% Peroxid vodiku (P) 6 -64,1 %

EN ISO 374-5:2016

Odolnost vUci bakteriim a houbam pozitivni

Odolnost vUci virdm pozitivni

Pouzité normy/technické specifikace:
EN ISO 21420:2020; EN ISO 374-1:2016+A1:2018; EN I1SO 374-5:2016

Technické zpravy/schvalovaci dokumenty:
SATRA: SPC0250643/1641/LH/D/Vydani 2, CHM0259121/1725/LH/C, CHM0303662/2042/SPT/3,
CHMO0259121/1725/LH/D, SPC0250643/1641/A, CHM0303662/2042/LH/B

Podepsany jménem SATRA: Geoff Graham, podpis

Datum vystaveni: 24.08.2023
Datum platnosti: 10.01.2027
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Pravidla a podminky

Nasledujici podminky plati navic ke standardnim obchodnim podminkdm SATRA a podminkam
uvedenym v aktudlni certifikaéni smlouvé. Tento certifikat byl vydan v souladu s pfilohou V (Modul B)
platné legislativy (viz poznamka 11).

Prosim vezméte na védomi:

1. je-li vyrobek klasifikovan jako kategorie lll, pak oznaceni vyroby CE nebo UKCA Marking zavisi na
aktuaini shodé s modulem C2 nebo modulem D pfislusnych pravnich predpist (viz poznamka 11).
(Kromé toho, Ze je specialné vyrobeno pro individudlniho uzZivatele).

2. UplIné podrobnosti o rozsahu certifikace a certifikovaném produktu (produktech) jsou obsazeny v
technické dokumentaci vyrobce

3. Existuje-li preklad tohoto osvédceni, bude za smérodatny text povaZovana anglicka verze.

4. Certifikace se omezuje na vyrobu provddénou na mistech uvedenych v technické dokumentaci
vyrobce.

5. Prlibézné vyrabény vyrobek musi odpovidat vyrobku (vyrobkim) certifikovanym a uvedenym v tomto
osvédcéeni a musi byt k dispozici EU prohlaseni o shodé vyrobku v souladu s platnou legislativou (viz
poznamka 11).

6. Vyrobce informuje SATRA o jakychkoli zméndach certifikovaného vyrobku nebo technické
dokumentace.

7. Pokud jsou vysledky ziskané béhem typovych zkousek v ramci rozpoctu nejistoty ve srovnani s
pozadavkem vyhovéni, klasifikaci nebo vykonnostni Urovni, pak je odpovédnosti vyrobce zajistit, aby
tovarni kontrola vyroby a vyrobni tolerance byly takové, aby vyrobek umistény na trhu splioval
uvedené pozadavky, klasifikaci nebo vykonnostni Grovné.

8. Tento certifikat bude spolu s prislusnou technickou dokumentaci uchovavan na bezpe¢ném misté u
klienta uvedeného na tomto certifikdtu. PfedloZeni tohoto certifikdtu a dalsi dokumentace muze
vyZadovat zastupce ¢lenského statu ES nebo vlady Spojeného kralovstvi.

9. Tento certifikat se vztahuje pouze na stav testovatelnych poloZek v dobé certifikacniho fizeni a
podléhd uvedenému datu vyprseni platnosti.

10. SATRA si vyhrazuje pravo odebrat tento certifikat, pokud bude zjisténo, Ze doslo ke zméné podminek
vyroby, designu, materiall nebo baleni, a proto jiz nevyhovuji pozadavkdm platné legislativy (viz pozn.
11).

11. Tyto podminky se vztahuji na poZzadavky stanovené v Nafizeni Evropského parlamentu a Rady (EU)

2016/425 ze dne 9. bfezna 2016 o osobnich ochrannych prostfedcich nebo na pravni predpisy
Spojeného kralovstvi tykajici se znaceni UKCA, jak je definovano ve vydaném certifikatu.
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