QUALITY MANAGEMENT SYSTEM .
Orphée

F02-QAD-04_06 /20.07.2021

ADVISORY NOTE

Date of issue 11.03.2024

Note number ND_2403_01

Product name and catalogue numer Myt-3D (Cat. No MYT301, MYT302, MYT306N)
Lot number B0224

Expiry date 2024-05-05

Issue description
While monitoring the quality of Myt-3D control blood (low and normal levels), a decision was made to re-
determine the values for the RDW, LY, MO and GR parameters.

The re-determined values for the above parameters are given in the revised assay value sheet (Attachment 1).
The values for the other parameters, not listed in the advisory note, have not changed.

Necessary actions
e Read carefully the attachment and use the re-determined values of RDW, LY, MO, GR parameters
for control blood.
e Perform quality control prior to ordering patient samples.

e Please complete and return the verification form.

The note is only for reference. Do not discard the product!

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 podpisan
Anna Podpisany

przez Anna Smolira
Data: 2024.03.12 08:50:49

Smolira 10100

Quality Assurance Manager
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