Report Reference Number: WU2139
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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: s odiinal) ol
Date: | | gl
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g
Yes ] paad
No ] b

¢ 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
cﬁmﬂ\ ¢l 3}‘&4\ P Wi | 51.5)“2“ B _}\_)H\ :\.ﬂ_):.d 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 ddal) ciladiiall g 5 jgal g Uad
Surveillance Biometrics Excutive Department 4 guad) bl g 48 M 405N 3 aY)
No. of Field Safety Corrective Actions (FSCA): 10 Aadad) ) AN daaall) cig) aY) s

Diagnostic and therapeutic radiation devices

AIRO TruCT System H Mobius Imaging, LLC. HAI—FaisaIiah Medical Systechure[CA[CaViewRe‘ O ‘
 Digital Linear Accelerator.< H Elekta Inc H Medical Regulations Gate chre[CA[CaViewRe’ | ‘
syngo.via RT Image Suite H SIEMENS H Siemens Medical Solutions chre[CA[CaViewRe’ [l ‘

Electro mechanical medical devices

Braun Thermoscan Pro 6000 Welch Allyn, Inc <, MAAMOUN TAMER & CO:cure/CA/CaViewRe  [1
ELI280, MLBUR280 and Welch Allyn, Inc FAROUK, MAAMOUN https://ncmdr.sfda
BUR280 Electrocardiographs TAMER & COMPANY
MAQUET CARDIOSAVE Getinge Al-Jeel Medical & Trading | https://ncmdr.sfda
hybrid and MAQUET Co. LTD .gov.sa/Secure/CA |:|
CARDIOSAVE rescue

Single-use devices

OHATTANOOGA brand DJO, LLC.. Care Techniques Est. https://ncmdr.sfda I:l
~ ultrasound gels and lotions
20ml Syringes ngzhou Jinliyuan Medical De “TIVITIES MEDICAL COMPAMNcure/CA/CaViewRe [
Alinity m SARS- CoV-2 AMP Abbott Medical supplies & https://ncmdr.sfda
kit, Alinity mResp-4-Plex Services Co.Ltd Mediserv | .gov.sa/Secure/CA |:|
AMP kit
Bio-Medicus Insertion Kits H Medtronic SA H Medtronic Saudi Arabia chre[CA[CaViewRe‘ O ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15837
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15845
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15839
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15842
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15841
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15836
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15843
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15838
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15840
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15844
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