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Urgent Field Safety Notice
Date: 24/08/2018
W11326 Staph/Strep Selective Agar Modified
1282892533 Exp. 24/08/2018
1283904725 Exp. 01/09/2018
1284918133 Exp. 09/09/2018

W11320 Fastidious Anaerobic Agar + Nav
0361900928 Exp. 03/09/2018

An internal investigation has identified that the lots listed above may not provide the
expected microbiological performance and the growth of non-target organisms could
mask the recovery of target organisms.

Internal QC testing was performed on the lots listed above prior to release and results
were within specification for productivity ratio and colony morphology.

Requirement for review of reported test results should be determined by the

appropriate technical expert. We request that any remaining stock of the lots listed
should be destroyed.

This notice needs to be passed on to all those who need to be aware within your

organisation or to any organisation where the potentially affected devices have
been transferred.

Please maintain awareness of this notice and resulting action for an appropriate
period to ensure effectiveness of the corrective action.

The HPRA and MHRA have been notified

™

Irene Slevin QA Manager
Irene.slevin@fannin.eu

SOP QA-109 Rev 12 Appendix 1

T ———



