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CHANGE NOTIFICATION

Notification

number PZ 2510 02 |Date 30.10.2025

Change number 150

Subject of the Implementation of the new software version to MYTHIC 5VET PRO
change analyzer.

Classification of the
change according to
MDCG 2022-6

] Significant
B Non-significant

Affected products

Cat no Product name

- MYTHIC 5VET PRO

Change description

Implementation of the new software version
(V5.18.250715.B0001_099_028) to MYTHIC 5VET PRO analyzer.
The update includes:
e Calculations in the QC Graph section of the Analysis Report, of
Mean, SD, and CV for all three control levels (low, normal, high).
e Optimalization of reagent consumption and dead volume — dead
volume does not exceed 10% of the total reagent volume.
e Possibility to enable or disable calibration and reticulocyte
measurement using a service password.
e Addition of a new feature that allows assay sheet values for control
blood to be transferred from one analyzer to another.

Assessing the risk of
change

low

Change category

1 marketing and decommissioning of product from company offer

M construction/formulation/specification of product, intended purpose

[0 materials and raw materials

LI labelling

[ technological process, furnishing, machinery, equipment

O software

Ll registration, licensing, legal requirements for the product

Reason for change

The implementation of the new version of the MYTHIC 5VET PRO analyzer
software is due to minor system errors.

Planned
implementation
date of the change

November 2025

First series number
after the change

Not Applicable

Additional
information

Updated software can be found under:
https://cormaydiagnostics.com/uploads/Service Support/Mythic%205%2
OVET%20PRO/V5.18.250715.zip

Please download it and install on your analyzer.
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In case of any questions please contact our International Service
Department: support@cormay.com.

Attachments

Not Applicable

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

Area Sales Managers.

Elektronicznie podpisany

Anna przez Anna Smolira
Data: 2025.10.30 16:01:38

Smolira 010

Quality Assurance Director
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