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I TECHNOLOGY

SATRA customer number: P1720

O&M Halyard Inc.
9120 Lockwood Blvd
Mechanicsville

VA 23116

USA

EU Type-Examination Certificate

Certificate number: 2777/17447-03/E14-01
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:
47373 (XS) SKYBREEZE* Powder free, Disposable Nitrile Exam Gloves.
47374 (S)
47375 (M) Weight: 23.0g; Thickness: 20.06mm
47376 (L) Colour: Violet
47377 (XL)
Sizes: Classification:
6-10(XS-XL) EN ISO 374-1:2016+A1:2018/Type B Level EN ISO 374-4:2019
Degradation %
(K) Sodium hydroxide 40% 6 -11.5
(P) Hydrogen peroxide 30% 2 -9.5
(T) Formaldehyde 37% 3 7.4
EN ISO 374-5:2016 Level
Protection against Bacterial and Fungi Pass
Protection against Viruses Pass
Standards/Technical specifications applied:
EN ISO 21420:2020; EN 1SO 374-1:2016+A1:2018; EN I1SO 374-5:2016
Technical reports/Approval documents:
SATRA: CHT0291374/1944, CHM0291937/1946/JH, CHT0301241/2033, CHT0333909/2228
SGS: CH:TX:9420026599-1, CH:TX:9420026316-1, CH:TX:9420020333, CH:TX:9420029243
CTC: S200908976_2
TUV: 721655656
_ (?Q,/,v/ , Date of issue:  05/10/2023
Signed on behalf of SATRA: 3*6;971 Kayleigh Aylward  Expiry date:  15/07/2026
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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 or UKCA 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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Preklad z anglického jazyka

Vydano komu: O&M Halyard Inc.
9120 Lockwood Blvd

SATRA

VA 23116
USA

Notifikovana osoba: 2777 Cislo klienta organizace SATRA: P1720

Certifikat EU prezkouseni typu

Certifikat €islo: 2777/17447-03/E14-01

Tento Certifikat EU pfezkouSeni typu se tyka nasledujici skupiny / nasledujicich skupin vyrobkl na zakladé zkouSek
provedenych podle prislusnych norem /technickych specifikaci a pfezkoumani souboru technické dokumentace. Byl
vydan podle Modulu B nafizeni (EU) 2016/425 o osobnich ochrannych prostfedcich. Prokazalo se, zZe tato skupina

vyrobk( splfiuje vSechny pfislusné zakladni pozadavky na zdravi a bezpec¢nost jako vyrobek kategorie lIl.

Oznaceni vyrobku: Popis / nazev:

277;7743 ((S)§S) SKYBREEZE* Nepudrované jednorazové nitrilové vySetfovaci rukavice

47375 (M) Hmotnost: > 3,0 g; tloustka: > 0,06 mm

47376 (L) Barva: fialova

47377 (XL) arva: fialova

Velikosti: Klasifikace:

6-10 (XS = XL) ENISO374-1:2016+A1:20181Typ B Urovell = EN374-4:2019

% degradace

(K) 40% Hydroxid sodny 6 -11,5
(P) 30% Peroxid vodiku 2 -9,5
(T) 37% Formaldehyd 3 7,4
ENISO 374-5:2016 Uroven
Odolnost vici bakteriim a plisnim Vyhovuje
Odolnost vugci viram Vyhovuje

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

Technické zpravy /Schvalovaci dokumenty:
SATRA: CHT0291374/1944, CHM0291374/1946/JH, CHT0301241/2033, CHT0333909/2228
SGS: CH:TX:9420026599-1, CH:TX:9420026316-1, CH:TX:9420020333, CH:TX:9420029243
CTC: S200908976_2
TUV:721655656

. ) .. , Kavleigh Aviward Datum vydani: 05.10.2023
Podpis za spol. SATRA: necitelné yielg y Datum skonceni platnosti: 15.07.2026
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PODMINKY

Kromé standardnich obchodnich podminek organizace SATRA a podminek stanovenych v aktualni smlouvé o
certifikaci plati i nasledujici podminky. Tento certifikat byl vydan podle Pfilohy V (Modul B) pfisluSsného
predpisu (viz pozn. 11).

Vezméte laskavé na védomi nasledujici:

10.

11.

Je-li vyrobek zafazen do kategorie lll, pak je znaeni CE nebo UKCA vyrobk( zavislé na aktualni
shodé s Modulem C2 nebo Modul D pfislusného pfedpisu (viz pozn. 11). (S vyjimkou pFipadu, kdy se
vyrabi konkrétné pro urcitého uzivatele).

Kompletni podrobné informace o certifikaci a certifikovaném vyrobku / certifikovanych vyrobcich jsou
obsazeny v technické dokumentaci vyrobce.

Existuje-li pfeklad tohoto osvédéeni, bude anglicka verze povazovana za smérodatnou (oficialni).
Certifikace je omezena na vyrobu provadénou v zavodech uvedenych v technické dokumentaci
vyrobce.

Nadale vyrabéné vyrobky museji odpovidat vyrobku certifikovanému a uvedenému v tomto certifikatu
/ vyrobkiim certifikovanym a uvedenym v tomto certifikatu a v souladu s pfisluSnym predpisem (viz
pozn. 11) bude k dispozici EU ProhlaSeni o shodé.

Vyrobce musi informovat organizaci SATRA o veSkerych zménach certifikovaného vyrobku nebo
technické dokumentace.

Jsou-li vysledky ziskané pfi pfezkouseni typu v ramci rozpoctu nejistoty pfi porovnani s pozadavkem
na uspésné absolvovani pfezkouSeni, zafazeni nebo uroven vykonu, pak vyrobce zodpovida za to,
Ze zajisti, ze Fizeni vyroby v zavodé a vyrobni tolerance budou takové, Ze vyrobek uvedeny na trh
bude splfiovat stanovené pozadavky, zafazeni a urovné vykonu.

Klient uvedeny na tomto certifikatu musi osvédéeni ulozit s pFislusnou technickou dokumentaci na
bezpeéném misté. Zastupce vlady clenského statu ES nebo vlady Spojeného kralovstvi muze
pozadovat predlozZeni tohoto certifikatu a jiné dokumentace.

Tento certifikat se vztahuje pouze ke stavu testovatelnych predmétl v dobé procesu certifikace a
vztahuje se na né uvedené datum, do kdy je platné.

SATRA si vyhrazuje pravo stahnout tento certifikat, pokud se zjisti, Ze se zménily podminky
vyroby, navrhu, materialG &i baleni, a tudiz jiz nejsou v souladu s pozadavky pfislusného
predpisu (viz pozn. 11).

Tyto podminky se vztahuji na pozadavky stanovené v nafizeni (EU) 2016/425 Evropského
parlamentu a Rady ze dne 9. bfezna 2016 o osobnich ochrannych prostfedcich nebo

v legislativé / pfedpisech Spojeného kralovstvi tykajicich se zna¢eni UKCA, jak je ur¢eno ve
vydaném certifikatu.
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