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EU Type Examination Certificate

By Royal Charter

This is to certify that: O&M Halyard Inc.
9120 Lockwood Blvd
Mechanicsville
Virginia
23116
USA

Holds Certificate Number: CE 708077

In respect of:

Nitrile gloves for personal protection. Model: STERLING* Nitrile-Xtra*.

on the basis that BSI carried out the relevant Type Examination procedures under the requirements with the
Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex V (Module B) and meets the relevant health and safety requirements specified in Annex II

For and on behalf of BSI, a Notified
Body for the above Regulation

(Notified Body Number 2797): Denelise TEcluée,(Marmaging Director Assurance - Continental
Europe
First Issued: 2019-03-14 Effective Date: 2024-03-15
Latest Issue: 2024-03-15 Expiry Date: 2029-03-14
Page: 1 of 4

RN
oS
A il

This certificate has been issued by and remains the property of BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands and
should be returned immediately upon request.

To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.

BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+708077&ReIssueDate=15%2f03%2f2024&Template=uk
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=CE+708077&ReIssueDate=15%2f03%2f2024&Template=uk

EU Type Examination Certificate

No. CE 708077

Product Specification

Model:
Classification:

Description:

Product codes:

Technical

Specification

First Issued: 2019-03-14
Latest Issue: 2024-03-15

STERLING* NITRILE-XTRA *

Protective gloves for use against microorganisms and general applications

Nitrile rubber exam gloves, powder free, non-sterile. Ambidextrous glove with beaded
cuff and textured fingertips, available in light grey colour, total glove length is 300mm.

X Small - product code 44286

Small — product code 44287
Medium - product code 44288
Large — product code 44289

X Large - product code 44290

Technical Specification to Annex II of the PPE Regulation (EU) 2016/425, based on the
following European Standards:

EN ISO 21420:2020 Protective gloves. General requirements and test methods.

EN ISO 374-1:2016+A1:2018 Protective gloves against dangerous chemicals and micro-
organisms. Terminology and performance requirements for chemical risks.

EN ISO 374-5:2016 Protective gloves against dangerous chemicals and micro-organisms.
Terminology and performance requirements for micro-organisms risks.

EN ISO 374-2:2019 Protective gloves against dangerous chemicals and micro-organisms.
Determination of resistance to penetration. (Test Method)

EN ISO 374-4:2019 Protective gloves against dangerous chemicals and micro-organisms.
Determination of resistance to degradation by chemicals. (Test Method)

EN 16523-1:2015+A1:2018 Determination of material resistance to permeation by
chemicals. Permeation by potentially hazardous liquid chemicals under conditions of
continuous contact. (Test Method)

ISO 16604:2004 Clothing for protection against contact with blood and body fluids.

Determination of resistance of protective clothing materials to penetration by blood-
borne pathogens. Test method using Phi-X174 Bacteriophage. (Test Method)

Effective Date: 2024-03-15
Expiry Date: 2029-03-14
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BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A member of BSI Group of Companies.
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EU Type Examination Certificate

No. CE 708077

Performance: Resistance to penetration to EN ISO 374-2:2019
Performance Level 2
Resistance to degradation to EN 1SO 374-4:2019
Tested for all chemicals listed below.
Resistance to chemical permeation to EN ISO 374-1:2016+A1:2018
Type B Chemical protection (Test method EN 16523-1:2015+A1:2018)
Chemical Level
n-Heptane (J) 2
Sodium Hydroxide 40% (K) 6
30% Hydrogen Peroxide (P) 2
37% Formaldehyde (T) 6
Additional chemicals tested to EN 16523-1:2015+A1:2018 method:
Chemical Level
Ethidium Bromide 1% 6
Hydrochloric Acid 30% 4
Sulphuric Acid 50% 6
Ammonia 25% 1
Protection against micro-organism risks to EN ISO 374-5:2016
Bacteria and fungi (Test method EN ISO 374-2:2019) Pass
Viruses (Test Method ISO 16604:2004) Pass
General requirements for gloves to EN 1SO 21420:2020
Dexterity: Level 5
pH: Pass
PAH: Pass
Size Range: X Small, Small, Medium, Large and X Large
First Issued: 2019-03-14 Effective Date: 2024-03-15
Latest Issue: 2024-03-15 Expiry Date: 2029-03-14
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should be returned immediately upon request.
To check its validity telephone +31 20 3460780. An electronic certificate can be authenticated online.
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EU Type Examination Certificate

No. CE 708077

Certificate Administration Details

Manufacturer’s technical file reference: Technical File 012-01 Synthetic Gloves PPE.

Certificate Amendment Record:

Issue Date Comments Internal BSI Project
Number
March 2019 First issue under PPE Regulation (EU) 2016/425. Product 0086:19:9735298
previously certified to PPE Directive under CE 650229.
February 2021 Removal of chemical claim for 70% Isopropyl Alcohol 2797:20:3169745
March 2024 Amendment to include revised standard EN ISO 21420:2020; 2797:24:3640617

change of chemical protection claim to Type B; certificate 5 years
expiry renewal.

Certificate validity

The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspect of the
overall process utilised in the manufacture of the product, failure to do so could invalidate the Certificate in respect of
product manufactured following the introduction of such changes.

The validity of the Certificate for the products is also dependent on the maintenance of the EU Conformity to Type
based on Internal Production Control plus supervised product checks at random intervals, Annex VII (Module C2) as
referenced on BSI issued Certificate CE 708082.

First Issued: 2019-03-14 Effective Date: 2024-03-15
Latest Issue: 2024-03-15 Expiry Date: 2029-03-14
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Preklad z anglického jazyka

bsil.

Certifikat EU prezkousSeni typu

By Royal Charter

Timto se osvédCuje, Ze: O&M Halyard Inc.
9120 Lockwood Blvd
Mechanicsville
Virginie
23116
USA

je drzitelem certifikatu ¢islo:  CE 708077

tykajiciho se:

nitrilovych rukavic pro osobni ochranu. Model STERLING* Nitrile-Xtra*

na zakladé¢ prislusného postupu ptezkouseni typu provedeného organizaci BSI podle pozadavki nafizeni
Evropského parlamentu a Rady (EU) 2016/425, které se vztahuje na osobni ochranné prostfedky (OOP)

Ptiloha V (Modul B), a vyrobek spliuje pfislusné zdravotni a bezpecnostni pozadavky stanovené v Ptiloze
.

Za BSI a jménem BSI, notifikované Podpis: necitelny
0s0by pro vyse uvedené nafizeni
(notifikovana osoba ¢islo 2797): Denelise L Ecluse, generalni feditelka, Assurance —

Continental Europe

Poprvé vydano: 14.3. 2019 Datum 0¢innosti: 15.3. 2024
Posledni vydani: 15.3. 2024 Datum skonceni platnosti: 14.3. 2029

Stranalze 4

Tento certifikat vydala spoleénost BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko,
zustava jejim majetkem a na pozadani by mél byt neprodlené vracen.
Ovéfit platnost certifikatu mizete na tel. ¢isle +31 20 3460780. Elektronickou verzi certifikatu lze ovéfit online.

BSI Group The Netherlands B.V., zaregistrovana (zapsana v rejstiiku spole¢nosti) v Nizozemsku pod ¢islem 33264284 na adrese
Jvohn M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko.
Clen skupiny spolecnosti BSI.



Certifikat EU prezkouSeni typu

v

C.: CE 708077

Specifikace vyrobku

Model:
Klasifikace:

Popis:

STERLING* NITRILE-XTRA*
Ochranné rukavice K pouziti proti mikroorganizmim a k v§eobecnym pouzitim.
Nitrilové gumové vySetfovaci rukavice, nepudrované, nesterilni. Obouruké rukavice se

zesilenou manzetou a zdrsnénymi povrchem prstl, k dostani ve svétle Sedé barvé, celkova
délka rukavice je 300 mm.

Vyrobkové kody: X Small — vyrobkovy kod 44286

Technicka
specifikace:

Small — vyrobkovy kod 44287
Medium — vyrobkovy kod 44288
Large — vyrobkovy kod 44289
X Large — vyrobkovy kod 44290

Technicka specifikace podle Ptilohy II natizeni (EU) 2016/425 o OOP vychdazejici z
nasledujicich harmonizovanych evropskych norem:

EN 21420:2020 Ochranné rukavice. VSeobecné pozadavky a zkuSebni metody.

EN ISO 374-1:2016+A1:2018. Ochranné rukavice proti nebezpeénym chemikaliim a
mikroorganizmtiim. Terminologie a pozadavky na provedeni pro chemicka rizika.

EN ISO 374-5:2016. Ochranné rukavice proti nebezpeénym chemikaliim a mikroorganizmm.
Terminologie a pozadavky na provedeni pro rizika vlivem mikroorganizmd.

EN 374-2:2019. Ochranné rukavice proti nebezpecnym chemikaliim a mikroorganizmtm.
Stanoveni odolnosti proti penetraci. (ZkuSebni metoda)

EN 374-4:2019. Ochranné rukavice proti chemikaliim a mikroorganizmtiim. Stanoveni
odolnosti proti degradaci chemikaliemi. (ZkuSebni metoda)

EN 16523-1:2015+A1:2018. Stanoveni odolnosti materialu proti permeaci chemikalii.
Permeace kapalné chemikalie v podminkach trvalého kontaktu. (Zkusebni metoda)

ISO 16604:2004 Odév na ochranu pied kontaktem s krvi a t€lnimi tekutinami - Stanoveni
odolnosti materiali ochrannych odévii proti penetraci patogent obsazenych v Krvi -
zku$ebni metoda s pouzitim bakteriofagu Phi-X 174. (ZkuSebni metoda)

Poprvé vydano: 14.3. 2019 Datum u¢innosti: 15.3. 2024
Posledni vydani: 15.3. 2024 Datum skonceni platnosti: 14.3. 2029
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Tento certifikat vydala spoleénost BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko,
zUstava jejim majetkem a na pozadani by mél byt neprodlené vracen.
Ovéfit platnost certifikatu mizete na tel. ¢isle +31 20 3460780. Elektronickou verzi certifikatu lze ovéfit online.

BSI Group The Netherlands B.V., zaregistrovana (zapsana v rejstiiku spole¢nosti) v Nizozemsku pod ¢islem 33264284 na adrese
Jvohn M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko.
Clen skupiny spolecnosti BSI.



Certifikat EU prezkouSeni typu
C.: CE 708077

Provedeni: Odolnost proti penetraci podle EN 374-2:2019
Urovei provedeni 2
Odolnost proti degradaci podle EN 374-4:2019
Zkouseno na vSechny nize uvedené chemikalie.

Odolnost proti propustnosti chemikalii podle EN 1SO 374-1:2016+A1:2018
Chemicka ochrana typu B (zkuSebni metoda EN 16523-1:2015+A1:2018)

Chemikalie Uroveii
n-heptan (J) 2
40% hydroxid sodny (K) 6
30% peroxid vodiku (P) 2
37% formaldehyd (T) 6

Dalsi chemikalie zkousené podle metody EN 16523-1:2015+A1:2018

Chemikalie Uroveii
1% ethidium bromid 6
30% kyselina chlorovodikova 4
50% kyselina sirova 6
25% amoniak 1

Ochrana proti rizikim vlivem mikroorganizmii podle EN ISO 374-5:2016
Bakterie a houby (zkuSebni metoda EN 374-2:2019)  Vyhovuje
Viry (zkuSebni metoda dle ISO 16604:2004) Vyhovuje

Vseobecné pozadavky na rukavice podle EN 1SO 21420:2020

Uchopova schopnost: Uroven 5

pH: Vyhovuje

PAH Vyhovuje

Rozsah velikosti: X Small, Small, Medium, Large a X Large
Poprvé vydano: 14.3. 2019 Datum 0¢innosti: 15.3. 2024
Posledni vydani: 15.3. 2024 Datum skonceni platnosti: 14.3. 2029
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Tento certifikat vydala spoleénost BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko,
zUstava jejim majetkem a na pozadani by mél byt neprodlené vracen.
Ovéfit platnost certifikatu mizete na tel. ¢isle +31 20 3460780. Elektronickou verzi certifikatu lze ovéfit online.

BSI Group The Netherlands B.V., zaregistrovana (zapsana v rejstiiku spole¢nosti) v Nizozemsku pod ¢islem 33264284 na adrese
Jvohn M. Keynesplein 9, 1066 EP Amsterodam, Nizozemsko.
Clen skupiny spolecnosti BSI.



Certifikat EU prezkouSeni typu

C.: CE 708077

Informace o spravé certifikatu

Odkaz na technicky soubor vyrobce: Halyard Technical File No. 012-01 Synthetic Gloves PPE (technicky
soubor Halyardu ¢. 012-01 — OOP, syntetické rukavice).

Zaznam o zménach certifikatu

Datum vydani Poznamky Interni cislo
projektu BSI

Btezen 2019 Prvni vydani podle natizeni (EU) 2016/425 o OOP. 0086:19:9735298
Vyrobek predtim certifikovan podle smérnice o OOP
pod ¢islem CE 650229.
Unor 2021 Odstranéni pozadavku na zkousku s chemikalii
70% izopropylalkohol 2797:20:3169745
Btezen 2024 Uprava — uvedeni revidované normy EN ISO 2797:24:3640617

21420:2020; zména pozadavku na chemickou ochranu
typu B; obnoveni platnosti certifikatu na 5 let.

Platnost certifikatu

Drzitel certifikatu odpovida za to, Ze zajisti informovani notifikované osoby o zménach jakéhokoli aspektu
celkového procesu pouzivaného pii vyrobe tohoto vyrobku; pokud by tak neucinil, mohlo by dojit ke
zneplatnéni certifikatu, pokud jde o vyrobek vyrabény po zavedeni takovychto zmén.

Platnost tohoto certifikatu pro vyrobky je rovnéz podminéna dodrzovanim EU shody s typem zalozené na
internim fizeni vyroby spolu s kontrolami vyrobkii pod dohledem v ndhodné zvolenych intervalech, Ptiloha
VII (Modul C2), jak je uvedeno na certifikatu CE 708082 vydaném organizaci BSI.

Poprvé vydano: 14.3. 2019 Datum 0¢innosti: 15.3. 2024
Posledni vydani: 15.3. 2024 Datum skonceni platnosti: 14.3. 2029
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PREKLADATELSKA DOLOZKA

J&, Mgr. Alice Tejkalové, jsem provedla prekladatelsky ukon jako tlumognice a prekladatelka jmenovana podle
zdkona &. 36/1967 Sb. rozhodnutim predsedy Krajského soudu v Praze ze dne 15. listopadu 1991, &.j. Spr.
698/91, pro jazyk cesky a anglicky, zapsana v seznamu soudnich tlumo¢niki a soudnich piekladatelt vedeném
Ministerstvem spravedlnosti CR, v souladu s § 44 zakona ¢, 354/2019 Sb., o soudnich tlumo¢nicich a soudnich
prekladatelich.

Stvrzuji, ze preklad souhlasi s textem pFipojené listiny.

Ukon je zapsan v evidenci ukoni pod evidenenim &islem  093536/2024 -3 dne 22.4. 2024.

Translator’s Clause

I, Mgr. Alice Tejkalov4, translated the document as an interpreter and translator to English appointed by the
decision of the Regional Court in Prague on November 15, 1991, file. No. Spr. 698/91, under Act No. 36/1967
Sb., and entered in the Register of Court Interpreters and Court Translators maintained by the Ministry of Justice
of the Czech Republic in compliance with Act No. 354/2019 Sb., on Court Interpreters and Court Translators,
Section 44.

I hereby certify that this is a true and accurate translation of the original document.

The translation is entered in the translation register under No.  093536/2024 -3 dne 22/04/2024.

7?7%. AZA,» @ZQ/Z\/

Mgr. Alice Tejkalova






