Report Reference Number: WU2336 WU2336 : n sll aa el o850

Kingdom of Saudi Arabia <% dungoull Gy nll A sl
Saudi Food & Drug Authori’ry% doallg Jdanll deloll il

Medical Devices Sector Adal) e Jliiall g 5 3¢ Y) gllad
Surveillance Biometrics Excutive Department 4 guadl clulal) g 48 U 4,085 3 )aY)
03-Sep-23 ‘
Attached below is the weekly report of Safety Alerts for ;5] ddludl <l 1Y e oY)y b Lasd (38 e
the period:
From 27-Aug-23 )
To 02-Sep-23 <
which affect Saudi Arabia and being followed up with the Opainall Cpliaall aa lgiaglio g jla Al 5 ASladll Lo B il
authorised representatives to accomplish the required Lagmaadll g oY) i alasy
action. T 7 )

 Jst¥) Tl 2] e ¥

* Role of contact officer:

* Kindly respond to the weekly report in both cases pie gl AN Alla B Lo guadd) 8 el Jali
either you are affected or not affected. A
* Disseminate and share the information with other Laall sl Jals dabiaall L) / <l oY) e aaxille
departments w1th}1} thg healthcare facility and ensure that e b il «.-.—‘L’ - Mo/ e ol e la Sa e Sl
the healthcare facility is free of any affected Ll el )
device/product. Ua 3 el T ' o
* Jommunicate with the Authorised Representative of the A b d“‘"“ﬂ - .;\ Jiaall go Josl sille
manufacturer if there is any device/product affected by a Al I (e sl Sl (aka o Sl Jlea
Safety Alert

| | :w‘ ;\,’iLDJJ\ a-\i& el
b [
acility affected by any device/product in this report: Al Cpana Bladal) A 5 jilia cila jlicia/ gl a3 g

Yes |:| axd
No I:l b

Name of Healthcare Facilty

* [The yellow highlights indicates that medical devices (bl Sleall s o) ja) ) el e Al el jaY) e
subject to removal action. cenanaail) ol jaYls il Ll At SV g )kl 4 e e
* To identify the affected serial numbers/lots, please open . T

the link. Al e o
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No. of Safety Alerts: 14

Al ) ase

Active Implantable Devices

HeartWare™ Ventricular
Assist Device (HVAD™)
System

Medtronic SA

Medtronic Saudi Arabia

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

HeartWare™ Ventricular
Assist Device (HVAD™)
System

Medtronic SA

Medtronic Saudi Arabia

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

Anaesthetic and respiratory devices

HAMILTON-C1/T1/MR1
Ventilators

HAMILTON MEDICAL AG

Daleel Al Raeda Trading Est

https://ncmdr.sfda

Diagnostic and therapeutic radiation devices

Allura Xper, Allura Centron,
Azurion and MultiDiagnost-
Eleva systems.

Philips Medical Systems
Nederland B.V.

Philips Healthcare Saudi
Arabia Ltd.

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

Ingenia Ambition X, Ingenia
Ambition S

Philips Medical Systems

Philips Healthcare Saudi
Arabia Ltd.

https://ncmdr.sfda

OPMI LUMERA 300

Carl Zeiss Meditec Inc

H Gulf Medical Co.

ch re/CA/CaViewRe ‘

Radixact™ Treatment
Delivery System

Accuray Inc

Gulf Medical Co.

https://ncmdr.sfda

Electro mechanical medical devices

EXCOR@ Cannulae

Berlin Heart GmbH

H Arabian Trade House Est.

ch re/CA/CaViewRe ‘

Giraffe OmniBed and Giraffe
OmniBed Carestation

GE Healthcare

GE Healthcare

https://ncmdr.sfda

Hamilton Medical
Ventilators HAMILTON-
C1/T1/C2/C3 with Neonatal
Option

HAMILTON MEDICAL AG

Daleel Al Raeda Trading Est

https://ncmdr.sfda
.gov.sa/Secure/CA
/CaViewRecall.asp
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19684
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19688
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19682
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19678
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19677
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19686
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19679
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19681
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19690
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19689

Xper Flex Cardio Device Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda
used with the Xper Flex Arabia Ltd. .gov.sa/Secure/CA
Cardio Physiomonitoring /CaViewRecall.asp ]
System and Philips Hemo X?caid=4&rid=196
System

In vitro diagnostic devices

ORTHO Sera Anti-Lea Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda I:l
Murine Monoclonal IgM. Supplies Co. Ltd.

Medical software

Centricity™ Enterprise ’ GE Healthcare GE Healthcare ‘https:[{ncmdr.sfda’ I:l ‘
Archive

Non-active implantable devices

Guider Softip™ XF Guide Stryker Neurovascular FAROUK, MAAMOUN https://ncmdr.sfda I:l
Catheter TAMER & COMPANY
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19683
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19685
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19680
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19687
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