CERTIFICAT UE DE SYSTEME DE GESTION DE LA QUALITE

G M — D Réglement (UE) 2017/745, Annexe IX Chapitres | et Ill
=

GROUPE LNE EU QUALITY MANAGEMENT SYSTEM CERTIFICATE
Regulation (EU) 2017/745, Annex IX Chapters [ and IlI

Certificat/Certificate: N° 39124 rev. 3
Délivré le /Issued on: November 20th, 2023

Certificat délivré a/Certificate issued to: UNOMEDICAL A/S
Aaholmvej 1-3, Osted
4320 LEJRE DENMARK

SRN: DK-MF-000002447

GMED atteste qu’a ’examen des résultats figurant dans le(s) rapport(s) d’audit du systeme de gestion de la qualité
référencé(s) P602644_P4 | P602289 / P607545, le systéme de gestion de la qualité est conforme aux dispositions
pertinentes du réglement (UE) 2017/745 pour les produits suivants :

GMED certifies that, on the basis of the results listed in the quality management system audit report(s) referenced
P602644_P4 / P602289 / P607545, the quality management system complies with the relevant provisions of the regulation
(EU) 2017/745 for the following products:

Infusion sets (rigid and soft cannula, angled and straight insertion) for subcutaneous therapy applications.

Sets de perfusion (canule rigide ou souple, pour insertion en biais ou droite) pour applications thérapeutiques sous
cutanées.

Voir détails sur addendum / See addendum for additional information
Aux fins de la mise sur le marché de dispositifs de classe llb implantables et/ou de classe Ili, un autre certificat
délivré conformément aux dispositions du réglement (UE) 2017/745 est requis.
For the purpose of placing on the market implantable class IIb and / or class Il devices, another certificate issued in

accordance with the provisions of the regulation (EU) 2017/745 is required.
Début de validité /Effective date: November 20th, 2023 (included)
Valable jusqu'au /Expiry date: August 30th, 2027 (included)

La validité du présent certificat est conditionnée au respect des obligations qui découlent du systéme de gestion de la qualité approuvé et de la
surveillance effectuée par 'organisme notifié prévue par le réglement. Ce certificat est lié par les conditions du contrat.

The validity of this certificate is subject to compliance with the obligations arising from the approved quality management system and from the surveillance
carried out by the notified body as required by the regulation. This certificate is bound by the conditions of the contract.

On behalf of the President
Béatrice LYS

Technical Director
GMED - 39124 rev. 3
Modifie le certificat 39124-2

GMED » Société par Actions Simplifiée au capital de 300 000 € » RCS Paris 839 022 522 » Organisme Notifié/Notified Body n° 0459
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Convatec CERTIFICATE OF CONFORMITY

Manufacturer: Unomedical A/S Date; 04.0KT.2024
Aaholmvej 1-3, Osted
4320 Lejre, Denmark

This is to certify that the following products supplied to :

Customer: ConvaTec Ltd
Prod. Descr.: Neria Guard Grey 80/9

Have been developed, manufactured, sterilized and inspected in accordance with the requirements of:

21 CFR Part 820: Quality system regulation.

ISO 13485:2016: Medical devices - Quality management systems - Requirements for regulatory purposes.

EN ISO 11135:2014:  Sterilization of health-care products - Ethylene oxide - Requirements for the development,
validation and routine control of a sterilization process for medical devices.

DS/EN 556-1:2001: Sterillzation of medical devices - Requirements for medical devices fo be designated
"STERILE" - Part 1: Requirements for terminally sterilised medical devices.

Regulation (EU) REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE

2017/745; COUNCIL of 5 April 2017 on medical devices

The products are furthermore non-pyrogenic according to currently valid USP requirements and the ethylene oxide

residuals are below the maximum allowable values stated in ISO 10993-7.

Appraved by:

/D\ag}ex&ﬂb

Quality Control Department

3802204[27]CERTIFICATE OF CONFORMITY Elactranic copy- not contrafied when printed Pagat/ 1



convatec CERTIFICATE OF CONFORMITY

Manufacturer: Unomedical A/S Date: 04.0KT.2024
Aaholmvej 1-3, Osted
4320 Lejre, Denmark

This is to certify that the following products supplied to :

Customer: ConvaTec Ltd
Prod. Descr.: Neria Guard Grey 110/6

Have been developed, manufactured, sterilized and inspected in accordance with the requirements of:

21 CFR Part 820: Quality system regulation.

ISO 13485:2016: Medical devices - Quality management systems - Requirements for regulatory purposes.

ENISO 11135:2014:  Sterilization of health-care products - Ethylene oxide - Requirements for the development,
validation and routine control of a sterilization process for medical devices.

DS/EN 556-1:2001: Sterilization of medical devices - Requirements for medical devices to be designated
"STERILE" - Part 1: Requirements for terminally sterilised medical devices.

Regulation (EU) REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE

2017/745: E0UNCIL of 5 April 2617 on medical devices

The products are furthermore non-pyrogenic according to currently valid USP requirements and the ethylene oxide

residuals are below the maximum allowable values stated in ISO 10993-7.

Approved by:

/P{aéersew

Quality Control Department

38022042 TICERTIFICATE OF CONFORMITY Elactronic copy- not controlled whan primed Paget/ 1



