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Merck Millipore Ltd.
Tullagreen, Carrigtwohill

T45 KD29 County Cork, Ireland
An affiliate of Merck KGaA, Darmstadt, Germany

This is a reprint from GMED, which was originally published in France.
The references to “Merck Millipore Ltd.” within refer to an affiliate of
Merck KGaA, Darmstadt, Germany. For further information about our
names in the U.S. and Canada and internationally, please refer to our
disclaimer at emdgroup.com.

As a trusted partner of our customers, we deliver quality
- always.

Merck KGaA, Darmstadt, Germany The life science business of Merck KGaA,
Corporation with General Partners Darmstadt, Germany operates as
Frankfurter Str. 250 MilliporeSigma in the U.S. and Canada

64293 Darmstadt, Germany
Phone +49 6151 72-0



G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 22431 rev. 8

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

GMED certifies that the quality management system developed by

MERCK MILLIPORE Ltd
Tullagreen Carrigtwohill
Co. CORK IRELAND

pour les activités
for the activities

Conception, fabrication, contr6le et mise sur le marché de filtres stériles et non stériles
a usage médical

Design, manufacturing, control and sales of sterile and non sterile filtration devices
for medical use

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

MERCK MILLIPORE Ltd
Tullagreen Carrigtwohill - Co. CORK - IRL

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

NF EN ISO 13485 : 2016 - ISO 13485 : 2016

Début de validité / Effective date : May 5th, 2025 (included)
Valable jusqu'au / Expiry date :  May 19th, 2028 (included)
Etablile /lIssued on: May 5th, 2025

cofrac o B gl
o Romuald GORJUP
2 Certification Director
I GUEGTON  GMEDN® 224318 \ o o . -
S DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
' DE MANAGEMENT

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 22431-7

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr



G M - D CERTIFICATE OF REGISTRATION
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GROUPE LNE N° 35612-3
page 1 of 1

GMED certifies that the quality management system developed by

MERCK MILLIPORE Ltd
Tullagreen Carrigtwohill
Co. CORK IRELAND

Facility identifier (REPs-generated) : F002748

for the activities

Conception, fabrication et contrdle de filtres stériles et non stériles a usage médical

Design, manufacturing and control of sterile and non- sterile filtration devices for medical use

performed on the location(s) of
MERCK MILLIPORE Ltd - Tullagreen Carrigtwohill - Co. CORK IRL

has been audited and found to conform to the requirements of the international standard
ISO 13485 : 2016 and following regulatory requirements

Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 4

Australia Production Quality assurance Procedure

RDC ANVISA n. 665/2022
Brazil RDC ANVISA n. 551/2021
RDC ANVISA n. 67/2009

Canada Medical Devices Regulations - Part 1 - SOR 98/282
Japan MHLW MO 169
P PMD Act
21 CFR 820
21 CFR 803
United States 21 CFR 806

21 CFR 807 - -Subparts A to D
21 CFR 821 (where applicable)

Début de validité / Effective date May 20th, 2025 (included)
Valable jusqu'au / Expiry date :May 19th, 2028 (included)
Etabli le /lIssued on: May 5th, 2025

MEDICAL DEVICE SINGLE AUDIT PROGRAM |

< GMED is recognised under the Medical Devices Single Audit Program Certification Director
" This certificate is issued according to the rules of GMED Certification
The validity of this certificate can be verified on www.gmed.fr

Renouvelle le certificat 35612-2
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