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QUALITY MANAGEMENT SYSTEM CORMAY
CHANGE NOTIFICATION

F02-QAD-04_01 / 20.07.2021

CHANGE NOTIFICATION

otification number PZ_2406_04 Date 18.06.2024

Change number 131

Update of assay value sheet form for CORMAY SERUM HN due to the

AR AR CIEE removal of the UIBC parameter

Cat. No Product name
Affected products
5-172 CORMAY SERUM HN
I raw materials [ quality control
[0 packages W i i i
Change category p g . informations provided with the product
[0 manufacturing I final product
I other

In order to improve the repeatability of the results of UIBC parameter
determinations, it was decided to recommend only CORMAY SERUM HP
for quality control of these determinations.

o Therefore:
Change description
e values for the UIBC parameter were removed from the assay value

sheet designated for CORMAY SERUM HN (lot number: HN11) and

e information about performing quality control in the instructions for use
for individual lines of UIBC reagent has been updated.

Reason for change Improving the results obtained.

Implementation From lot number HN11.

Before ordering patient samples, quality control of UIBC assays should

Additional information be performed using CORMAY SERUM HP.

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

Anna przez Anna Smolira

. Data: 2024.06.18
Smolira 08:56:30 +02'00'

Quality Assurance Manager
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