Report Reference Number: WU2347
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Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Safety Alerts 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 the healthcare facility and ensure 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
Safety Alert

cpaainall el g Lginbia (5 a5 ASLeall Ly 3 el 5
2\:‘3:‘“3‘ Q\c\ﬁ}’\ A:\s.\ﬁ e\.‘u‘}[

- Ja ) Jadla 3] g s

pae ol AU Ala B e pand) Bl e 3l Jali ¥
A

Ll slinall Jals dabiaall 2LdY) / <l laY) o agaxcille
On sl e b o 3lie/ Jlea (sl (e e sA e ST
Al e )

dsa s Alla 8 aiaall sl Jiadll an Jucl sille

Al I3 e b Jilie b a3l Sl

Name of Healthcare Facilty
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!

iacility 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

A subset of Medtronic LINQ Medtronic Inc. Medtronic Saudi Arabia | https://ncmdr.sfda
™ Insertable Cardiac .gov.sa/Secure/CA []
Monitoring Systems (LNQ22)
Implantable cardioverter Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda
defibrillators (ICDs) and .gov.sa/Secure/CA
cardiac resynchronization /CaViewRecall.asp |:|
therapy defibrillators x?caid=4&rid=197
(CRT-Ds)

Diagnostic and therapeutic radiation devices

Definium Tempo, GE Healthcare GE Healthcare https://ncmdr.sfda
Definium Tempo Pro systems

Ingenuity CT & Brilliance CT | Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda
64 Arabia Ltd.

Electro mechanical medical devices

Cardiohelo-i ‘#QUET Cardiopulmonary GmH Medical Elements chre[CA(CaViewRe |:| ‘
CARDIOHELP-i %QUET Cardiopulmonary GmH Medical Elements chre[CA[CaViewRe |:| ‘

DEFIGARD Touch7 monitor
and defibrillator

Schiller AG Medical supplies &
Services Co.Ltd Mediserv

https://ncmdr.sfda I:l

In vitro diagnostic devices

HistoCore PEGASUS //
HistoCore Pegasus Plus

Leica Biosystems Newcastle Salehiya Trading Est.

https://ncmdr.sfda I:l

Non-active implantable devices

Coroflex® ISAR Neo H B. Braun Melsungen... HDaIIah Healthcare Company“cure[CA[CaViewRe |:| ‘

Single-use devices

Page 2 of 3


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19782
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19781
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19784
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19792
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19786
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19791
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19790
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19787
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19785

Quantum TTC Biliary Balloon | Wilson-Cook Medical Inc. ARABIAN MEDICAL & https://ncmdr.sfda D
Dilators PHARMACEUTICAL CO.
SeQuent@ Neo 2.0 x 10 mm B. Braun Melsungen... Dallah Healthcare https://ncmdr.sfda I:l
SeQuent@ Neo 2.5 x 20 mm Company
SeQuent® Please Neo H B. Braun Melsungen H ProMedEx chre[CA[CaViewRe‘ |:|
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19788
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19789
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19783
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