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Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Safety Alerts for
the period:
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which affect Saudi Arabia and being followed up with the
authorised representatives to accomplish the required
action.

* Role of contact officer:

* Kindly respond to the weekly report in both cases
either you are affected or not affected.

* Disseminate and share the information with other
departments within the healthcare facility and ensure that
the healthcare facility is free of any affected
device/product.

* Jommunicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
Safety Alert
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¢ The yellow highlights indicates that medical devices
subject to removal action.

* [To identify the affected serial numbers/lots, please open
the link.

el Jleall cn o) jal) ) jud jaalL Al cule) Yl
(ol ol Wl Al Adudell Q5N ) 51kl 48 el o
AV A s

Page 1 of 2



Kingdom of Saudi Arabia 4% dungoull &y nll AsS lasll
Saudi Food & Drug Aufhori’ry% Jdgallg Jdaill &qlall auall

Medical Devices Sector ddalf il 3licall g 5 3gaY) g Uad
Surveillance Biometrics Excutive Department 4 puad) il g 48 LU 40450 5 laY)
No. of Safety Alerts: 6 Al @l i) aae

Diagnostic and therapeutic radiation devices

Achieva 1.5T, Achieva 1.5T Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda
Conversion, Ingenia 1.5T CX, Arabia Ltd. .gov.sa/Secure/CA
Intera 1.5T, /CaViewRecall.asp ]
Intera 1.5T Power/Pulsar, x?caid=4&rid=197
SmartPath to dStream for 53
1.5T
Multiva 1.5T MR Systems H Philips Healthcare Hips Healthcare Saudi Arabia chre(CAZCaViewRe‘ d ‘

Electro mechanical medical devices

da Vinci Surgical System H Intuitive Surgical Inc H Gulf Medical Co. chre[CA[CaViewRe‘ I:I ‘
HeartStart Intrepid Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda
Monitor/Defibrillator Arabia Ltd.

In vitro diagnostic devices

Alinity s System H Abbott Hsupplies & Services Co.Ltd Iﬂcure[CA[CaViewRe’ [ ‘
CD11c (S-HCL-3) APC H BD Switzerland Sarl H Becton Dickinson B.V. chre[CA[CaViewRe’ [ ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19753
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19752
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19750
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19748
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19749
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19751
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