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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:

Date:

Hospital affected by any device/product in this report:

Yes
No

¢ 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

Cardiac Resynchronization | Boston Scientific Cardiac FAROUK, MAAMOUN https://fsca.swissm

Therapy pacemakers Rhythm Management TAMER & COMPANY | edic.ch/mep/api/p
(VISIONIST™, I1,) and Group ublications/Vk 20
pacemakers (ACCOLADE™, 180911_13/docum
PROPONENT™ and ents/10
ESSENTIO™)
HeartWare Ventricular Assist Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda

Device (HVAD) System

INGENIO, VITALIO, and Boston Scientific FAROUK, MAAMOUN https://ncmdr.sfda
ADVANTIO pacemakers and Corporation TAMER & COMPANY .gov.sa/Secure/CA
INLIVEN, INTUA, and INVIVE /CaViewRecall.asp

cardiac resynchronization x?caid=8&rid=156

therapy pacemakers (CRT-Ps)

Diagnostic and therapeutic radiation devices

CARESCAPE PDM with GE Healthcare GE Healthcare https://ncmdr.sfda
Masimo SET technology

Electro mechanical medical devices

HeartStart Intrepid Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda
Monitor/Defibrillator Arabia Ltd.

In vitro diagnostic devices

Atellica UAS 800 Urine Siemens Healthcare Abdulrauf Ibrahim https://ncmdr.sfda

Sediment Analyser and Diagnostics Batterjee & Bros. Company .gov.sa/Secure/CA

Atellica 1500 Automated /CaViewRecall.asp
Urinalysis System
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https://fsca.swissmedic.ch/mep/api/publications/Vk_20180911_13/documents/10
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15688
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15696
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15690
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15697
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15693

Dimension® EXL™
integrated chemistry system,
LOCI Module

LOCI High-Sensitivity
Troponin | (TNIH) Flex®
reagent cartridge

Siemens Healthcare
Diagnostics GmbH

ABDULREHMAN AL
GOSAIBI GTB

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

/CaViewRecall.asp
x?caid=8&rid=157

01

i-STAT CG8+ cartridges
i-STAT EG7+ cartridges

Abbott Point of Care

Medical supplies &
Services Co.Ltd Mediserv

https://ncmdr.sfda

VIDAS® Anti-HBs Total Il

bioMerieux Inc

Weel Medical & Trading Co. IJLcureZCA[CaViewRe‘

O

Ophthalmic and optical devices

Buffalo Filter LaparoVue
Visibility System

ConMed Corporation...

Cure Development
International Ltd

https://ncmdr.sfda

Single-use devices

Medical devices within shelf
life that were sterilized at
Steril Milano.

Delta Med spa

Gebab Najed Trading Est

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

MEDIK PRIME Natural Latex
Gloves

Salalah Medical Supplies
Mfg. Co.

Omuk Altadamen Medical
Est

https://ncmdr.sfda

THORAMETRIX drainage
system

Biometrix SRO

Sarabeel Commercial Est.

https://ncmdr.sfda
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15701
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15694
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15700
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15689
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15699
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15692
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15698
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