AV

QUALITY MANAGEMENT SYSTEM CORMAY

FO8_P02-QAD-03_01

CHANGE NOTIFICATION

Notification number | Pz_2512_04 | Date 19.12.2025
Change number 507

Update of bilirubin levels in the assay sheets for HN and HP

Subject of the change
control sera.

Classification of the

change according to O Significant

B Non-significant

MDCG 2022-6
Cat no Product name
Affected products CORMAY SERUM HN |5-172
CORMAY SERUM HP |5-173

The levels of direct bilirubin and total bilirubin will be swapped in
the new HN and HP serum lot:

Parameter Before change After change
. SERUM HN Low High
Ch d t
A= RIS SERUM HP High Low

We do not recommend cross-use of reagents from
lots 11 and 12!

Assessing the risk of

medium
change

1 marketing and decommissioning of product from company offer

B construction/formulation/specification of product, intended
purpose

L1 materials and raw materials
O labelling
] technological process, furnishing, machinery, equipment

Change category

[ software

[ registration, licensing, legal requirements for the product

The change is based on information provided by the critical
Reason for change

supplier.
Planned
implementation date of December 2025
the change
First series number after .

12 series

the change
Additional information N/A
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‘Attachments | N/A |

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

An na Smo"ra Data: 2025.12.19 13:22:14

+01'00"

Quality Assurance Director
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