Report Reference Number: WU2235
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) 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 healthcare facility and Ensuring 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
FSCA
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Hospital name: |: oidiienal) ausl
Date:| |c.: IgIk]
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g
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No ] b

¢ 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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Active Implantable Devices

Medtronic Cobalt XT, Cobalt Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda
and Crome Implantable .gov.sa/Secure/CA
Cardioverter Defibrillators /CaViewRecall.asp H
(ICDs) and Cardiac x?caid=4&rid=172
Resynchronization Therapy 44
Defibrillators (CRT-Ds)

Diagnostic and therapeutic radiation devices

SCENARIA View / Supria / FUJIFILM Healthcare ABDULREHMAN AL https://ncmdr.sfda []
Speedia Corporation GOSAIBI GTB

In vitro diagnostic devices

ACL TOP 300 CTS, ACL TOP Instrumentation ABDULLA FOUAD https://ncmdr.sfda
350 CTS, ACL TOP 500 CTS, | Laboratory SpA, a Werfen HOLDING COMPANY  .gov.sa/Secure/CA 1
ACL TOP 550 CTS, and ACL Company /CaViewRecall.asp
TOP 970 CL
IMMULITE® 2000, Siemens Healthcare AL-KAMAL Import https://ncmdr.sfda [
IMMULITE® 2000 Xpi Diagnostics Product
Laboratory equipment
VITEK® 2 System H bioMerieux Inc Hleel Medical & Trading Co. I“cureZCAZCaViewRe’ O ‘

Single-use devices

GELITA-SPON Product RangeH Gelita Medical GmbH H:al Technology Trading Conﬂcure[CA[CaViewRe‘ | ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17244
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17249
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=17246
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=17247
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17250
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17245
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