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EC Declaration of Conformity

This declaration of conformity is issued under the sole responsibility of the legal manufacturer.

Name of Product:

Nitrile Exam Gloves — Non-sterile

Product Codes:

See Attachment A

Technical File Number :

012-02 Rev. 00

UMDNS Code: N/A

GMDN Code: 56286 (Nitrile examination/treatment glove, non-powdered,
non-sterile)

CND Code: T01020204: Examination / Treatment Gloves, Nitrile

Legal Manufacturer (Place of Issue):

O&M Halyard, Inc.

9120 Lockwood Blvd.
Mechanicsville, Virginia (VA) 23116
United States of America

Manufacturer SRN :

N/A

Authorized Representative:

ArcRoyal
Virginia Road Kells, Co
Meath, Ireland

AR SRN: |IE-AR-000003110
Basic UDI-DI: 06806517MEGO0O01A3
Start of CE: 02 February 2024 per Regulation 2017/745

05 October 2023 per Regulation 2016/425

Conformity Assessment Route:

Annex VIII of Regulation (EU) 2017/745
MDR 2017/745

It concerns a self-certified medical device in accordance with the
MDR and that the DoC was drawn up in accordance with annex
IV and the technical documentation in accordance with annex Il
and Ill.

PPER 2016/425

The PPE are subject to the conformity assessment procedure
conformity to type based on quality assurance of the production
process’ (Module B) set out in Annex V under surveillance of the
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notifed body SATRA Technology Europe Ltd, Notified Body
Number 2777 (Bracetown Business Park, Clonee, Dublin, D15
YN2P, Ireland), which issued the certificate CE 2777/17447-
03/E14-01.

Risk Classification, Rules:

Class I NS per Rule 1, Annex VIII Regulation (EU) 2017/745
Category Ill PPE per Regulation (EU) 2016/425

Notified Body:

SATRA Technology Europe Ltd
Notified Body Number 2777
Bracetown Business Park, Clonee, Dublin, D15 YN2P, Ireland

Quality System Certificate:

STE5325Y5B1

COMMON SPECIFICATIONS: NOT APPLICABLE

The object of the declaration is in conformity with the PPE Regulation 2016/425, in addition to Medical Device
Regulation (EU) 2017/745. Conformity is declared with the following standards:

Applicable Standards:

Quality System

BS EN ISO 13485:2016
PPE Regulation (EU) 2016/425 (MODULE D)

Risk Management

BS EN ISO 14971:2019

Packaging (Not Applicable)

Labeling BS EN ISO 15223-1:2021 and BS EN
1041:2008+A1:2013

Sterilization (Not Applicable) Non-Sterile

Clinical MEDDEV 2.7.1

Product Specific EN 455-1:2022

EN 455-2:2015

EN 455-3:2015

EN 455-4:2009

EN SO 21420:2020

EN ISO 374-1:2016+A1:2018
EN ISO 374-2:2019

EN ISO 374-4:2019

EN ISO 374-5:2016

EN 16523-1:2015+A1:2018
ISO 16604:2004

Note: DECLARATION OF CONFORMITY - this declaration will be translated into a language appropriate to the country destination of the product,
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STATEMENT: I, the undersigned, hereby declare that the product listed in Attachment A meets the applicable provisions

of the Regulation (EU) 2017/745 concerning Medical Devices and Regulation (EU) 2016/425 concerning Personal

Protective Equipment.

All supporting documentation that contains proof of compliance to the aforementioned Regulation(s) is retained under

the premises of O&M Halyard, Inc.

Authorized Signature:

ATTACHMENT A: Product List

Note: DECLARATION OF CONFORMITY - this declaration will be translated into a language appropriate to the country destination of the product,

On behalf of 0&M Halyard, Inc

Name: Caitlin Senter

Title: Director, Global Regulatory Affairs

Address: O&M Halyard, Inc.
9120 Lockwood Blvd.
Mechanicsville, Virginia (VA) 23116
United States of America

Date:  02-Feb-2024

copies can be obtained online, following the link: www.halyardhealth.com/information

3


http://www.halyardhealth.com/information

.}) HALYARD

Part of the Owens & Minor Family

Attachment A (Product List)

This attachment specifies the products included in the above referenced Declaration of Conformity.

Product Product Description

Code

47373 SKYBREEZE* Powder-Free Nitrile Exam Gloves, XS
47374 SKYBREEZE* Powder-Free Nitrile Exam Gloves, S
47375 SKYBREEZE* Powder-Free Nitrile Exam Gloves, M
47376 SKYBREEZE* Powder-Free Nitrile Exam Gloves, L
47377 SKYBREEZE* Powder-Free Nitrile Exam Gloves, XL

Note: DECLARATION OF CONFORMITY - this declaration will be translated into a language appropriate to the country destination of the product,
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Preklad z anglického jazyka

ES Prohlaseni o shodé

Toto prohlasSeni o shodé je vydano na zakladé vyhradni odpovédnosti opravnéného vyrobce.

Nazev vyrobku:

Nitrilové vySetfovaci rukavice — nesterilni

Koédy vyrobku:

Viz Priloha A

Cislo technického souboru:

012-02 Rev. 00

Koéd UMDNS: nevztahuje se

Kod GMDN: 56286 (nitrilové vySetfovaci / oSetfovaci rukavice,
nepudrované, nesterilni)

Kod CND: T01020204: VysSetfovaci / oSetfovaci rukavice, nitrilové

Opravnény vyrobce (Misto vydani):

O&M Halyard, Inc.

9120 Lockwood Blvd.
Mechanicsville, Virginie (VA) 23116
Spojené staty americké

SRN vyrobce:

nevztahuje se

Zplnomocnény zastupce: ArcRoyal
Virginia Road Kells, Co
Meath, Irsko
AR SRN: IE-AR-000003110
Zakladni UDI-DI: 06806517MEG001A3

Zacatek znaceni CE:

2. Unora 2024 dle nafizeni 2017/745
5. fijna 2023 dle nafizeni 2016/425

Postup posouzeni shody:

Pfiloha VIl nafizeni (EU) 2017/745

MDR 2017/745

Zabyva se zdravotnickym prostfedkem s vlastni certifikaci podle
MDR a takovym, kde prohlaseni o shodé bylo vypracovano podle
PFilohy IV a technicka dokumentace podle Pfilohy Il a Ill.

PPER 2016/425

Tyto OOP podléhaji postupu posouzeni shody na zakladé
pfezkou$eni typu vychazejiciho ze zabezpeceni kvality vyrobniho
procesu (Modul B) stanoveného v Pfiloze V pod dohledem
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oznameného subjektu SATRA Technology Europe Ltd,
oznameny subjekt €islo 2777 (Bracetown Business Park,
Clonee, Dublin, D15 YN2P, Irsko), ktery vydal certifikat CE
2777/17447- 03/E14-01.

Klasifikace rizika, pravidla: T¥ida I NS dle pravidla 1, Pfiloha VIl nafizeni (EU) 2017/745,
OOP kategorie Ill dle nafizeni (EU) 2016/425

Oznameny subjekt: SATRA Technology Europe Ltd
Oznameny subjekt &islo 2777
Bracetown Business Park, Clonee, Dublin, D15 YN2P, Irsko

Certifikat systému kvality: STE5325Y5B1

SPOLECNE SPECIFIKACE: NEVZTAHUJI SE

Predmét prohlaseni je ve shodé s nafizenim 2016/425 o OOP i s nafizenim (EU) 2017/745 o zdravotnickych prostfedcich.
Je prohla$ena shoda s nasledujicimi normami:

Prislusné normy:

Systém kvality: BS EN ISO 13485:2016
Nafizeni o OOP (EU) 2016/425 (MODUL D)

Rizeni rizik BS EN I1SO 14971:2019

Baleni (nevztahuje se)

Znaceni BS EN ISO 15223-1:2021 and BS EN
1041:2008+A1:2013

Sterilizace (nevztahuje se) nesterilni

Klinické zkousky a hodnoceni MEDDEV 2.7.1

Normy specifické pro vyrobek EN 455-1:2022

EN 455-2:2015

EN 455-3:2015

EN 455-4:2009

EN ISO 21420:2020

ENISO 374-1:2016+A1:2018
EN ISO 374-2:2019

EN ISO 374-4:2019

EN ISO 374-5:2016

EN 16523-1:2015+A1:2018
ISO 16604:2004

Pozn.: PROHLASENI O SHODE — toto prohladgeni bude prelozeno do pfislugného jazyka statu, pro ktery je vyrobek uréen, kopie Ize ziskat online
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PROHLASENI: Ja, nize podepsany, timto prohlasuji, Ze vyrobek uvedeny v PFiloze A splfiuje pFislu$na ustanoveni
Nafizeni (EU) 2017/745 o zdravotnickych prostfedcich a Nafizeni (EU) 2016/425 o osobnich ochrannych prostfedcich.

Veskera podplrna dokumentace, ktera obsahuje doklady o shodé s vySe uvedenymi nafizenimi, je uchovavana
v prostorach spole¢nosti O&M Halyard, Inc.

Podpis opravnéné osoby:
Za O&M Halyard, Inc
podpis

Jméno: Caitlin Senter

Funkce: Feditelka, globalni regulatorni zalezitosti

Adresa: O&M Halyard, Inc.
9120 Lockwood Blvd.
Mechanicsville, Virginie (VA) 23116
Spojené staty americké

Datum: 2. unora 2024

PRILOHA A: Seznam vyrobku

Pozn.: PROHLASENI O SHODE — toto prohladgeni bude prelozeno do pfislugného jazyka statu, pro ktery je vyrobek uréen, kopie Ize ziskat online
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Priloha A (Seznam vyrobki)

V této pfiloze jsou uvedeny konkrétni vyrobky, na které se vztahuje vySe uvedené
prohlaseni o shodé.

Kod Nazev vyrobku
vyrobku

47373 SKYBREEZE* Powder-Free Nitrile Exam Gloves, XS

47374 SKYBREEZE* Powder-Free Nitrile Exam Gloves, S

47375 SKYBREEZE* Powder-Free Nitrile Exam Gloves, M

47376 SKYBREEZE* Powder-Free Nitrile Exam Gloves, L

47377 SKYBREEZE* Powder-Free Nitrile Exam Gloves, XL
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