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Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:

From

To

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 healthcare facility and Ensuring that
the healthcare facility is free of any affected
device/product.

* Communicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
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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.
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In vitro diagnostic devices

Dimension Magnesium (MG) Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda I:l
Flex reagent cartridge. Diagnostics GmbH GOSAIBI GTB
| IH-QC8. | DiaMed GmbH.  DULREHMAN AL GOSAIBI Gicure/CA/CaViewRe [ ]
’ VIDAS 3 system H bioMerieux Inc Weel Medical & Trading Co. IlkureZCAZCaViewReil [ ] ‘
Single-use devices
MitraClip™ G4 Clip Delivery Abbott VascularQ Medical Regulations Gate | https://ncmdr.sfda
System, MitraClip™ NTR/XTR .gov.sa/Secure/CA
Clip Delivery System, /CaViewRecall.asp ]
TriClipTM NT/XT Clip x?caid=4&rid=172
Delivery System, and 70
TriClipTM G4 Clip Delivery
System
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17269
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17271
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17268
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17270
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