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CHANGE NOTIFICATION

Notification number | PzZ_2512_05 | Date 30.12.2025

Change number 356

Implementation of the new software version for Mythic 70 (0.5.3-
Subject of the change 002).

Classification of the
change according to
MDCG 2022-6

L] Significant
B Non-significant

Cat no Product name

- Mythic 70
Implementation of a new software version (v.0.5.3-002) for the
Mythic 70 analyzer.

Affected products

Changes in Mythic 70 software (v.0.5.3-002):

Change description e Integration of the new cycle set following corrections to the
Fluidsensor V7.0 board test cycle.

e Ukrainian language and keyboard was added,

e ASTM by Ethernet was fixed,

e Quality Control results are automatically transmitted.

Assessing the risk of

low
change

1 marketing and decommissioning of product from company offer

B construction/formulation/specification of product, intended
purpose

1 materials and raw materials
I labelling
] technological process, furnishing, machinery, equipment

Change category

[ software

[ registration, licensing, legal requirements for the product
Software version v0.5.3-002 was introduced to correct minor
system issues.

Reason for change

Planned

implementation date of

the change December 2025
First series number after

the change Not Applicable.

This change will not affect results or user security nor data safety.

Updated software can be found under:
https://cormaydiagnostics.com/customer-support/documents in
section Service Support - Hematology - MYTHIC 70.
Additional information |Please download it and install on the analyzer.
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In case of any questions please contact our International Service
Department: support@orphee-medical.com

Attachments Not Applicable.

If there are any questions or concerns with respect to this change, please feel free to contact our
Service Engineers: support@orphee-medical.com

Elektronicznie podpisany
przez Anna Smolira

Anna Smolira Data: 2025.12.30 102419

+01'00"

Quality Assurance Director
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