Report Reference Number: WU217 WU217 ;o sll oaa el o8 )

Kingdom of Saudi Arabia 4% dungoull &y nll A 1asll
Saudi Food & Drug Au’rhori’ry% doallg Jdanll deloll il

Medical Devices Sector 4hal) claiiall g 3 3¢y plad
Surveillance Biometrics Excutive Department 4 gaad) Ll g 408 1 A 0ua0 3 )y

Attached below is the weekly report of Field Safety danatll Glel jaW o )y ) o Lo (38 5
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which affect Saudi Arabia and being followed up with the Opainall Cpfiaal) aa Lgialia (5 ola Sl g ASlaall Lea 8 il
authorised representatives to accomplish the required A ail ) e oY) i Ly
action. o T ‘
* Role of contact officer: sJbai) Jasbca A0 gipaia ¥
* Kindly respond to the weekly report in both cases pie gl AN AlNS A e ganl) 8l e 3l Jal
either you are affected or not affected. Ly
* Disseminate and share the information with other Lanall slinall Jals ddbisal) sladY) / <l Yl e anancille
Departments within healthcare facility and Ensuring that o b )3\3‘“ b o liase/ e sl e W gla e Sl
g:i, ieea/lg;cc:)acfi Cftac1hty is free of any affected . Al bl dympn sl sl jaY)
* Communicate with the Authorised Representative of the i e A“:"“‘” Jieall e Joal sille
manufacturer if there is any device/product affected by a sl Glel 2y (e @b He L;\-L' p e/ Jlea
FSCA Al ol sy
Hospital name:l | s Adial) o)
Date: | | A
Hospital affected by any device/product in this report: i) (e | Adieally 3 ila cilatie/d gl 2 g

Yes |:| axd

No |:| ¥

* The yellow highlights indicates that medical devices RPN PEN| UEENPA RN R P Sl Alllaal) cle) aY) e
subject to removal action. cennail o) a3 il bl e\éj‘}]\ ) )kl 48 el e
* To identify the affected serial numbers/lots, please open . Lo )

the link. TR
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Kingdom of Saudi Arabia

Saudi Food & Drug Authority

Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA):

Active Implantable Devices
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Subset of Implantable
Cardioverter Defibrillators
(ICDs) and Cardiac
Resynchronization Therapy
Defibrillators (CRT-Ds)

Medtronic SA

Diagnostic and therapeutic radiation devices

Medtronic Saudi Arabia

https://ncmdr.sfda
.gov.sa/Secure/CA

/CaViewRecall.asp
x?caid=4&rid=155

syngo.via all systems with

Siemens Medical Solutions

Siemens Medical Solutions

https://ncmdr.sfda

ACUSON Sequoia SIEMENS Siemens Medical Solutions | https://ncmdr.sfda I:l
ultrasound systems ,
Alphenix and Infinix Canon Inc Gulf Medical Co. https://ncmdr.sfda
Interventional X-Ray System .gov.sa/Secure/CA |:|
Catheterization Tables
Alphenix and Infinix Canon Inc Gulf Medical Co. https://ncmdr.sfda
Interventional X-Ray System .gov.sa/Secure/CA |:|
Catheterization Tables
Interventional X-Ray SystemsH Canon Inc H Gulf Medical Co. chre[CA[CaViewRe’ |:|
Interventional X-Ray SystemsH Canon Inc H Gulf Medical Co. chre[CA[CaViewRe’ |:|

software version VB40A or
VB40B

.gov.sa/Secure/CA

Electro mechanical medical devices

Datascope CARDIOSAVE
Intra-Aortic Balloon Pumps

MAQUET Cardiovascular
LLC

Al-Jeel Medical & Trading
Co. LTD

https://ncmdr.sfda

[l

Prismaflex Control Unit ,. H

Baxter Healthcare

Baxter AG

ch re/CA/CaViewRe ‘

In vitro diagnostic devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15532
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15535
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15531
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15531
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15530
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15530
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15526
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15533
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15527

https://ncmdr.sfda

Atellica IM and ADVIA

Siemens Healthcare

ABDULREHMAN AL
GOSAIBI GTB

Centaur XP/XPT Free Diagnostics Inc .gov.sa/Secure/CA I:l

Prostate-Specific Antigen /CaViewRecall.asp
(fPSA)

BioFire® FilmArray® Blood bioMerieux Inc Al-Jeel Medical & Trading | https://ncmdr.sfda
Culture Identification (BCID) Co. LTD .gov.sa/Secure/CA

Panel and BioFire® Blood /CaViewRecall.asp L]
Culture Identification 2 x?caid=4&rid=155

(BCID2) Panel
| VIDAS CVM IgM. | bioMerieux Inc Jeel Medical & Trading Co. Loure/CA/CaViewRec [ ]

Medical software

’ FetalLink

Single-use devices

CERNER COR

Bio Standards

‘ﬁure[CA(CaViewRei’

ELISIO 17-H, ELISIO 19-H,
and ELISIO 19-M

Nipro Medical Corporation..

Spectromed

https://ncmdr.sfda
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15524
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15528
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15529
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15525
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15534
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