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Urgent Field Safety Notice:

Resolution Update - Potential for Low Na+ Values and Question Result Error flags

To whom it may concern,

This follow-up communication is to inform you that the issue reported in a previous letter, Urgent Field Safety
Notice {UFSN), POC 24-004.A.0US, from Siemens Healthcare Diagnostics Inc, is now resolved.

After a thorough investigation, Siemens determined that the observed issue with the sodium sensor in
measurement cartridges (with lactate} was caused by an interfering substance {(disinfecting cleaner) in a
supplied component. Based on the findings, we have implemented control measures to prevent the potential
for interferents from supplier components. The resolution is now in place for products beginning with the
serial number listed in the table below. As a result, the prescribed workarounds in UFSNPCOC 24-004 A are no
longer required.

We are confident thatthese measures will prevent the future occurrence of this issue. Siemens remains
committed to providing the highest quality products and ensuring the safety and reliability of our medical devices

. . : . 8eginning Serial number
product Slemens Material | UniqueDevice | iy aelurion
Number Identification :
implemented
RP 500 Systems Measurement
Cartridee (with Lactate) - 100 10844813 00630414947556
RP 500 Systems Measurement
Cartridge (with Lactate) — 250 10491447 00630414589756
RP 500 Systems Measurement 10RO 00630414589763 W2
Cartridge {with Lactate} — 400
P 500 Systems Measurement
Cartridge (with Lactate) — 750 10491449 00630414589770
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Customer Action

Piease review this letter with your Medical Director, Lab Director, or Point of Care Coordinator to determine
the appropriate course of action.

The workarounds provided in the prior letter, UFSN POC 24-004.A OUS, are no longer required for products
beginning with the serial number listed in the table above.

if you are a distributor, please forward this letter to those who may have received these products.

Please retain this letter with your |aboratary records and forward this letter to those who may have received

this product.
For any questions, please contactyour Siemens Healthineers Customer Care Center or your local Siemens

Healthineers technical supportrepresentative.

~ Sincerely yours,

Siemens Healthcare Diagnostics GmbH
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