G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 34528 rev. 2

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

NextPhase Medical Devices, LLC
88 Airport Drive,
ROCHESTER, NH 03867 UNITED STATES

pour les activités
for the activities

Conception, fabrication, assemblage, inspection, stérilisation, entreposage et distribution de
dispositifs médicaux jetables. Fabrication sous contrat de moulage par injection pour l'industrie des
dispositifs médicaux.

Design, manufacture, assembly, inspection, sterilization, warehousing and distribution of disposable medical
devices. Contract manufacturing of injection molding for the medical device industry.

réalisées sur le(s) site(s) de
performed on the location(s) of

NextPhase Medical Devices LLC
88 Airport Drive, Rochester, NH 03867 USA
NextPhase Medical Devices LLC
Andador Vecinal No. 14301, Zona Cerri Tijuana, Baja California, CP22330 MEX

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485 : 2016

Début de validité / Effective date : September 8th, 2023 (included)

Valable jusqu'au / Expiry date :  July 11th, 2024 (included) DocuSigned b5y
Etablile /lIssued on: September 8th, 2023 Béatri (Rl =1
EF33BDAIBAANEAS .
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— Addendum of the certificate n° 34528 rev. 2

GROUPE LNE Dossier / File N° T001264 P4 S1

Ce certificat couvre les activiteés et les sites suivants :
This certificate covers the following activities and sites:

NextPhase Medical Devices LLC.
88 Airport Drive
Rochester, NH 03867
USA

Conception, fabrication, montage, inspection, sterilisation, entreposage et distribution.
Fabrication sous contrat.
Design, manufacture, assembly, inspection, sterilization, warehousing and distribution.
Contract manufacturing.
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NextPhase Medical Devices LLC.
Andador Vecinal No. 14301
Zona Cerril General
Tijuana, Baja California
CP22330 Mexico

Assemblage, essais, emballage, sterilisation et inspection des salles blanches
Cleanroom assembly, testing, packaging, sterilization, and inspection.
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2 sites / 2 sites

On behalf of the President
Béatrice Lys
Technical Director
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