QUALITY MANAGEMENT SYSTEM ;
CHANGE NOTIFICATION Orphée

F02-QAD-04_05 / 30.04.2024

CHANGE NOTIFICATION

Notification number | Pz_2503_01 | Date 24.03.2025
Change number 135

Change in delivery of assigned value cards for Myt-CAL VET and
Summary Myt-5D VET. Change in stability after opening for Myt-5D VET.

Cat no Product name Lot number
Affected products Myt-5D VET MYT503-VET MYTV2505

Myt-CAL VET MYTCAL2-VET PLUS0425

] raw materials [ quality control

L] packages B informations provided with the product
Change category ) .

O manufacturing M final product

] other

The provision of assigned values for Myt-CAL VET has been
changed. Since the implementation of the change, the assigned
values will not be included in the instructions for use, but will be
Change description available in the assigned values sheet.

In connection with the update of the in use stability reports for
Myt-5D VET, the decision was made to extend the stability after
opening from 8 days to 15 days.

Optimisation of the assigned value sheet development and quality
control process. Updating in use stability reports.

From lot number MYTV2505 for Myt-5D VET and from lot number
PLUS0425 for Myt-CAL VET.

The above change does not affect the performance characteristics
and functionality of the reagents.

Additional information |Updated instructions for use and assigned value sheets will be
available at https://cormaydiagnostics.com/customer-support/
documents.

Attachments N/A

Reason for change

Implementation

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

Elektronicznie podpisan
Anna o

przez Anna Smolira
Data: 2025.03.24 12:37:53

Smolira 0100

Quality Assurance Director
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