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F02-QAD-04_02 /20.07.2021
ADVISORY NOTE
Date of issue 19.02.2025
Note number ND_2502_01

Product name and catalogue numer 4-277 CORMAY RE CALIBRATORS

Lot number 407-55 411-56

iy ceiis 2025-07 2025-10

Issue description

PZ Cormay S.A. has been informed by its supplier that CORMAY RF CALIBRATORS with lot numbers 407-55 and
411-56 should not be used in combination with ACCENT-200 RF, ACCENT-300 RF, A-400 RF, A-800 RF, PRESTIGE
24i RF, CORMAY RF, OS-RF reagent with lot numbers higher than xxx-5050 yy.

The reason for this situation is the variability of the raw material used to manufacture the calibrator.

The issue described above does not affect patient results and assay quality control results obtained using a
combination of CORMAY RF CALIBRATORS with lot numbers 407-55 and 411-56 and commercially available
reagent with lot numbers xxx-5050 yy and lower.

The other series of CORMAY RF CALIBRATORS can be used in any configuration with the RF reagent.

Necessary actions

e Check the lot numbers of your calibrators and reagents.

e When a new reagent is delivered, check its lot number.

e Do not use calibrators with lot numbers 407-55 and 411-56 with a reagent with a lot number higher
than xxx-5050 yy.

e A reagent with a lot number higher than xxx-5050 yy may be used in combination with calibrators
of the xxx-54 lots and xxx-57 lots and higher.

A retrospective review of patient results is not necessary, as the problem does not arise when using a commercially
available reagent (lots xxx-5050 yy and lower) with calibrator lots 407-55 and 411-56.

If you have any questions, please contact the Product Manager: +48 665311890 or dedicated Area Sales Manager.

Please provide this information to all Users of the above product and keep the Advisory Note as a quality system
documentation.

Please complete and return the attached Verification Form to confirm receipt of the Advisory Note.
We apologize for any inconvenience caused by the above situation.

Sincerely,

Elektronicznie

JOa n n a podpisany przez

Joanna Stec
Stec Data: 2025.02.19
12:09:46 +01'00'

Regulatory Affairs Manager
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