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Kingdom of Saudi Arabia <% dungoull Gy nll A sl
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Attached below is the weekly report of Safety Alerts for ;5] ddludl <l 1Y e )y al) b Lasd (38 e
the period:
From 01-Oct-23 O
To 07-Oct-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 Aaaail Ll g oY) i alasy
action. o 7 ‘
* Role of contact officer: cJbai) sl A0) g guna *
* 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. Ly
* Disseminate and share the information with other Laall sl Jals dabiaall L) / <l oY) e aaxille
departments within the healthcare facility and ensure that o s )3\_& b o lise/ g sl e b sla e S
the healthcare facility is free of any affected o o T SN e
: O REN Y
device/product. Ua 3 el T i
* 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 ADlall @l ) e (sl i aha o 3t/ Slea
Safety Alert
Name of Healthcare Facilty | | daall dte pdia o

Dater [ &

acility affected by any device/product in this report: Al Cpana Bladal) A 5 jilia cila jlicia/ gl a3 g
Yes J axd

No ] b
* [The yellow highlights indicates that medical devices (bl Sleall s o) ja) ) el e Al el jaY) e
subject to removal action. coxnaail o) aYU s jilial) daleddl) Ab Y1 o) ) skl A el e
* To identify the affected serial numbers/lots, please open . T
the link. Al e o
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Diagnostic and therapeutic radiation devices

Olympus Flexible Olympus Corporation of Gulf Medical Co. https://ncmdr.sfda ]
Endoscopes the Americas .
| Philips Tempus Pro Patient Remote Diagnostic Bio Standards https://ncmdr.sfda ]
Monitor Technologies Limited
Electro mechanical medical devices
Plum 360 Infusion System | ICU Medical, Inc ~ AL-KAMAL Import  cure/CA/CaViewRec [ ]
In vitro diagnostic devices
VITROS Chemistry Products | Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda
ALKP Slides and VITROS XT Supplies Co. Ltd. .gov.sa/Secure/CA ]
Chemistry Products TBIL- /CaViewRecall.asp
ALKP Slides
Single-use devices
TruWave Disposable Edwards Lifesciences Arabian Health Care https://ncmdr.sfda
Pressure Transducer, FloTrac Supply Co. (AHCSC) .gov.sa/Secure/CA ]

Sensors, Acumen 1Q Sensors
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19729
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19728
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19726
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19727
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19730
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