Date: 27-9-2022
Reference Number: SG-2209-395-H

Al cila Jlicall 5 5 3g2Y) gULE

Al cila Jlicall 9 8 Jgad) CAEM gl 38 yall

Medical Devices Sector

: SFDA

doallg danl aclnll &iamll

National Center for Medical Devices Reporting

A Al
Safety Communication

Saudi Food & Drug Authority

To: Healthcare Providers

doaall Ate ) adia o)

Potential for Intermittent-Reduced-Energy Shock Due To Short Circuit
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5 1 IAssociated An intermittent, second-phase Short Circuit Protection (SCP) event /Adaiaal) jllaal)
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e All SmartSync tablets in your facility require an updated with
application software DOOUOQO5 version 7.1.1 (or higher) refer to
. Appendix A in the FSN here .
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ecommendations o Patients will require an in-clinic visit for the update to be installed #
into their device via interrogation with an updated SmartSync
tablet.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17244
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