DNV
MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
10000473873-PA-NA-DNK 15 July 2022 15 July 2022 — 07 March 2025

This is to certify that the management system of

SSI Diagnostica A/S

Herredsvejen 2, 3400 Hillergd, Denmark
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope:

Design & Development, manufacture, sale, and distribution of in vitro diagnostica and
animal blood products. Sterile tests services with specific biological indicators

Place and date: For the issuing office:

Hovik, 09 March 2023 DNV Product Assurance AS
= Veritasveien 1, 1363 Hovik, Norway

0 Ceulie Guelesen ’E»;?O

NORWEGIAN
ACCREDITATION Cecilie Gudesen Torp
Management Representative
M5Y5 018
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. ICP-4-5-i5-1S013485-f1 rev2

ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 1, 1363 Havik, Norway - TEL: +47 67 57 99 00. www.dnv.com
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DNV

Certificate no.: 10000473873-PA-NA-DNK
Place and date: Havik, 09 March 2023

Appendix to Certificate

SSI Diagnostica A/S

Locations included in the certification are as follows:

Site Name

Site Address

Site Scope

SSI Diagnostica A/S

Herredsvejen 2, 3400 Hillerad, Denmark

Design & Development, manufacture, sale,
and distribution of in vitro diagnostica and
animal blood products. Sterile tests
services with specific biological indicators

SSI Diagnostica A/S

Hvidesten, 3450 Allerad, Denmark

Manufacturing blood components from
animals

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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