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FO8_P02-QAD-03_02

CHANGE NOTIFICATION

Notification number PZ_2604_05 ‘ Date ‘ 10.04.2026
Change number 555

Correction of values for HN and HP control sera, lot 11, for glucose
measured by the hexokinase method for the following analyser groups:
Subject of the change Accent S120, Accent MC240, Accent M320, BS-230, BS-240Pro, BS-360E
Classification of the
change according to

[ISignificant
B Non-significant

MDCG 2022-6
Cat. no Product name
1-231 CORMAY GLUCOSE HEX 120
Affected products 1-229 CORMAY GLUCOSE HEX 30
1-230 CORMAY GLUCOSE HEX 60
7-252 ACCENT-200 GLUCOSE HEX

During quality monitoring of the control material, results outside the
internal acceptance criteria were observed.
Therefore, the values for glucose measured by the enzymatic hexokinase
method (GLUCOSE HEX) have been reassigned for the control sera
CORMAY SERUM HN and CORMAY SERUM HP, lot 11, for the following
automatic analysers:

e ACCENT S120/BS-230

e ACCENT MC240 / BS-240Pro

e ACCENT M320 / BS-360E
as well as

e for manual determinations.
The new values are provided in the erratum (Annex 1).

Change description

Required actions:

e review this notification and the erratum (annex 1) and apply the
newly assigned control serum values from the moment of
receipt.

e perform quality control before testing patient samples.

Assessing the risk of

low
change

CImarketing and decommissioning of product from company offer
[construction/formulation/specification of product, intended purpose
Cmaterials and raw materials used in the manufacturing process

Mlabelling, information supplied with the product, including labels and
uDlI

[Itechnological process, furnishing, machinery, equipment

Change category

[lsoftware

[registration, licensing, legal requirements for the product

Improvement of consistency of the assigned values for CORMAY SERUM
Reason for change HN and CORMAY SERUM HP, lot 11.
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Planned implementation
date of the change

Effective immediately upon receipt.

First series number after
the change

CORMAY SERUM HN, lot HN11
CORMAY SERUM HP, lot HP11

Additional information

This notice is for information purposes only. Do not discard the product.

Attachments

Annex 1 — Erratum.

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

Area Sales Managers.

Joa n n a Elektronicznie podpisany

przez Joanna Stec
Data: 2026.04.10 11:18:20

Stec pro=t

Regulatory Affairs Manager
acting on behalf of the
Quality Assurance Director
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