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CHANGE NOTIFICATION

Notification number

PZ_2503_02

[Date  [27.03.2025

Change number

160

Application optimisation related to the change of raw material

Summary version.
Cat no Product name
7-442 A-400 URINE PROTEINS
7-806 A-800 URINE PROTEINS
7-242 ACCENT-200 URINE PROTEINS
Affected products 7-342 ACCENT-300 URINE PROTEINS
2-197 Liquick Cor-URINE PROTEINS 30
2-198 Liquick Cor-URINE PROTEINS 60
4-242 PRESTIGE 24i URINE PROTEINS
4-442 PRESTIGE 24i URINE PROTEINS (36)

O raw materials

I quality control

[J packages B informations provided with the
Change category product
L1 manufacturing B final product
Ll other

The application program for ACCENT M320, ACCENT MC240,
ACCENT S120, ACCENT-200 (Il GEN), BIOLIS 24i PREMIUM, BIOLIS
30i, BS-400, BS-480, BS-800, ACCENT 400, ACCENT-300, BS-120 i
ACCENT-220S analysers has been optimised.

On the mentioned above analysers, the value for LoQ was updated
- the values are shown in the table below.

Analyser LoQ before update LoQ after update
ACCENT M320 2 5,5
ACCENT MC240 1.85 5,5
ACCENT S120 2 6
Change description ACCENT'%OO (Il GEN) 4 6
BIOLIS 24i PREMIUM 1,8 5,5
BIOLIS 30i 10 5,5
BS-400 1,6 5,5
BS-480 1,8 5,5
BS-800 3,7 5,5
ACCENT 400 2 5,5
ACCENT-300 1,8 6
ACCENT-220S 3,3 6

For analysers ACCENT MC240, ACCENT M320 i ACCENT S$120 csv
files were updated.
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The updated application can be found in the instructions for use
included in the kit and is also available on the website:
https://cormaydiagnostics.com/customer-support/documents.

The new application should be used for kits made available on the
market from April 2025.

Reason for change Supply chain difficulties.
Implementation April 2025

The above change does not affect for intended use, functional
parameters and stability of the Urine Protein reagent.
Attachments n/a

Additional information

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

Anna Smolira P 20 6557 113032
+01'00"

Quality Assurance Director
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