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FSN reference: FSN-40350_April2026
Date: April 14, 2026
Supersedes: Customer Information letter dated April, 8., 2026

FIELD SAFETY NOTICE

Additional Product Information for the affected product:
Salmonella antiserum H:z32, 3 mL (item 40350)

Lot no.: | Expiry Date
1000461 | 15jun2029
FDS121 | 26aug2028
FCS207 | 18oct2027
FBS218 | 13sep2026
712D-H7 | 15dec2025
712D-H6 | 31may2025

Dear Recipient/Customer,

SSI Diagnostica A/S has identified that the above-mentioned lots of Salmonella
antiserum H:z32 show cross-reactivity with Salmonella factor H:z23. As
a consequence, strains expressing the H:z4,z23 antigen may be erroneously
serotyped as H:z4,z223,232 when using the affected lots.

Background and scope:

According to the Kauffmann-White classification, more than 2,500 Salmonella
serotypes are described. Based on the identified cross-reactivity:

« 73 serotypes may be identified as non-typable, and
« 15 serotypes may be identified as a different strain than intended.

The affected product is intended solely for sero-typing and epidemiological use
and not for clinical diagnosis. Use of the affected lots does not impact individual
patient diagnosis or treatment decisions but may result in misclassification of
Salmonella strains on monitoring activities. No injuries, serious incidents, or
patient harm have been reported in relation to this issue.
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The user may continue using the product with the awareness of the above-
described limitation or consider alternate antisera where unambiguous
differentiation between H:z23 and H:z32 is required.

SSI Diagnostica A/S is informing customers via this Field Safety Notice and is
making this additional product information available to ensure correct
interpretation of results generated using the affected lots.

Replacement products can be provided upon request. Please contact our teams
at ivdorders@ssid.com for replacement of product or for requesting further
information.

Please ensure that this Field Safety Notice is forwarded to all relevant laboratory
personnel and any other users of the affected product. SSI Diagnostica A/S
apologises for the inconvenience and thanks you for your cooperation.

Best regards,
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Susanne Langhorn,
QA Manager
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