QUALITY MANAGEMENT SYSTEM
Orphée
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CHANGE NOTIFICATION

Notification number PZ_2512_02 Date 29.12.2025
Change number 355
Subject of the change Change of the lysis reagent formulation for the Mythic SVET PRO analyzer.

Classification of the change | B Significant
according to MDCG 2022-6 [0 Non-significant

Cat no Product name

- Mythic 5VET PRO

e Based on the studies performed, it was concluded that the new lysing
reagent formulation (Lysing Reagent) for the Mythic 5Vet PRO analyzer
is analytically and physiochemically equivalent to the current
formulation.

e No significant differences were observed in analytical parameters, QC
results, or calibrator results; however, an improvement in the

Change description repeatability of the RBC parameter was noted for the new
formulation.

e  Physicochemical and correlation studies confirmed that the new
formulation has no negative impact on the quality or functionality
of the system.

e The stability of the new formulation remains unchanged.

e The new formulation can be safely used in routine diagnostics.

Affected products

Assessing the risk of change | low

(1 marketing and decommissioning of product from company offer

W construction/formulation/specification of product, intended purpose

O materials and raw materials

Change category 1 labelling

O technological process, furnishing, machinery, equipment

O software

[ registration, licensing, legal requirements for the product

Reason for change The change was implemented to improve the reproducibility of RBC results..
Planned implementation

date of the change January 2026

First series number after the

change 25091009M?2

Additional information N/A

Attachments N/A

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

Elektronicznie podpisany
H przez Anna Smolira
Anna Smolira §.go0z51250132029
+01'00'

Quality Assurance Director
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