Report Reference Number: WU2334 WU2334 8l s jall b8 )l

Kingdom of Saudi Arabia 4% dungoull duynll AsSiall
Saudi Food & Drug Aufhori’ry% Jdoallg danll delall il
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Surveillance Biometrics Excutive Department 4 gand) Ciladal) g A8 1 A% 5 ey
20-Aug-23 |
Attached below is the weekly report of Safety Alerts for -5 _yiall 4Dl <ol Iy =< ),MS!\ BYpLul ‘;:\ Lad (38 ya
the period:
From 13-Aug-23 Cra
To 19-Aug-23 |

which affect Saudi Arabia and being followed up with the Opainall (pliaall e Lgiadlia (5 la Al g dSLaall Lga s Sl
authorised representatives to accomplish the required Aoaaeaill Cile) jaY) A alaiy
action. ‘ ‘

* Role of contact officer: sJlal) Jallca o) g s *
* Kindly respond to the weekly report in both cases aie gl A Al B Lo gl ol el Jali
either you are affected or not affected. ) o ik
* Disseminate and share the information with other Joaall slaad) Jala dakia ) euﬁ‘\J\ /&y Ao avaaille
departments within the healthcare facility and ensure that O b }\_,A na a icee/ Jlea sl e gl e <ha P
the healthcare facility is free of any affected ) i ) Slall
device/product. P  riaall aaindl i ' y a1l
* Communicate with the Authorised Representative of the JP i s ‘?A S ,“_. \ CA “dm‘).\j .
manufacturer if there is any device/product affected by a Aedlaall SN (e ol e 2k s/ e
Safety Alert

Name of Healthcare Facilty: aal) e ) axka gl

S —

Facility affected by any device/product in this report: sAailll) (paa BLALAY) A5 silia Cila jlica/B Jgal 23 o

Yes |:| axd
No |:| b

* The yellow highlights indicates that medical devices ) Dleadl o o) pa) ) e jiaL Al Cile) ya Yl e
subject to removal action. (oannaill o) aYls )'3@\ Ll o8 )‘y\ o) 5kl dd el e
*[To identify the affected serial numbers/lots, please open i o et s
the link, - i
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No. of Safety Alerts: 10 Aadad) A axs

Active Implantable Devices

HeartMate Touch™ Abbott.. Al-Jeel Medical & Trading https://ncmdr.sfda. ]
Communication System Co.LTD

Diagnostic and therapeutic radiation devices

Azurion and Allura Xper Philips Medical Systems Philips Healthcare Saudi  https://ncmdr.sfda. ]
series Arabia Ltd.

Electro mechanical medical devices

Datascope Cardiosave Getinge Al-Jeel Medical & Trading https://ncmdr.sfda.
Hybrid and Rescue Intra- Co. LTD gov.sa/Secure/CA/ ]

Aortic Balloon Pumps (IABP)
In vitro diagnostic devices

ACLTOP SW 6.4.0. Anin  Instrumentation Laboratory ABDULLA FOUAD https://ncmdr.sfda.

vitro diagnostic medical SpA, a Werfen Company HOLDING COMPANY  gov.sa/Secure/CA/ [
device (IVD)
Diacon 3 hematology control Diatron Ml Plc. Techno Orbits Company  https://ncmdr.sfda. [
((Low) 6x, (Normal), (High) gov.sa/Secure/CA/
6)

Medical software
Zvu® Functional Gl Software Diversatek Healthcare Gulf Medical Co. xcure/CA/CaViewRe: [l
Non-active implantable devices

Guider Softip™ 40XF and Boston Scientific Corp.. Boston Scientific Gulf for  https://ncmdr.sfda.

Guider Softip™ MPXF Guide trading LLC gov.sa/Secure/CA/ ]
Catheter
Trifecta Valve and Trifecta St. Jude Medical Inc, Medical Regulations Gate https://ncmdr.sfda. ]

Valve with Glide Technology

Reusable devices

Page 2 of 3


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19660
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19659
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19658
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19662
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19665
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19663
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19661
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19656

PDS TM II (polydioxanone) Ethicon Inc. Johnson & Johnson https://ncmdr.sfda.
Suture Medical Saudi Arabia gov.sa/Secure/CA/
PDSTM Plus Antibacterial Limited CaViewRecall.aspx

(polydioxanone) Suture

Single-use devices

Gore tips set W.L. Gore & Associates Inc. Med Surg Supplies :cure/CA/CaViewRe [
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19664
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19657
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