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QUALITY MANAGEMENT SYSTEM CORMAY
CHANGE NOTIFICATION

F02-QAD-04_01 / 30.04.2024

CHANGE NOTIFICATION

Notification number |PZ_2412_02 ‘ Date ‘ 16.12.2024
Change number 128

Extended shelf life and stability after opening of reagents for AURYX

Subject of the change 90 Immunoassay System.

Cat. No Product name

Affected products
See: Attachment 1

1 raw materials [ quality control
o — [1 packages ' Ol |.nformat|ons provided with the product
[0 manufacturing B final product
L other

In connection with the update of the Real Time Stability Reports and
In Use Stability Reports for AURYX 90 Immunoassay System it has
Change description | been decided to extend the shelf life from 12 months to 18 months
and stability after opening from 28 days to 56 days.

All reagents affected by the change are presented in Attachment 1.

Reason for change | Update of Real Time Stability Reports and In Use Stability Reports.

Implementation December 2024

The above change does not affect the performance of the assay

Additional information . ;
or the functionality of the reagents.

Attachments Attachment 1 — List of reagents included in change.

If there are any questions or concerns with respect to this change, please feel free to contact
your Area Sales Managers.

Elektronicznie podpisany przez
Anna Smolira
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Deputy Management Representative
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