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Attached below is the weekly report of Safety Alerts for 25 el Al el jlay = ),u‘\ﬂ el L;:‘ Lad (38 e
the period:
From 03-Sep-23 Cra
To 09-Sep-23 |
which affect Saudi Arabia and being followed up with the Onainall (liaall aae Lgialia (5 sl (Al g ASLaall Lo B il
authorised representatives to accomplish the required A atll el jal) dan Ay
action.
* Role of contact officer: sJlalY) ala o) gpua *
* Kindly respond to the weekly report in both cases ass o Al Alla P Sl sty s Jali *
either you are affected or not affected. ) ) iy
* Disseminate and share the information with other Jonal) slina) Jaks Aalizal) eL.é“){\ [ S e asaaiille
departments within the healthcare facility and ensure that e sl )3\_1‘ b - Mice/ lea 7 Oyl sla e oSl
the healthcare facility is free of any affected ) i ) L) el )
device/product. .  xiaall saieal) B K .
* Communicate with the Authorised Representative of the J{'; i s ‘f S -:‘.. \ t‘ “dm‘).d .
manufacturer if there is any device/product affected by a Al S G (b e (b o Slise/ Slen
Safety Alert
Name of Healthcare Facilty: aal) Ale ) adia aul

Date: | | Ha3)
Facility affected by any device/product in this report: 1Al Gyana Bladal) 8 5 ilia cila licia/s gl 23 g
Yes |:| pad

No [] Y

¢ The yellow highlights indicates that medical devices PP CL I PN UV [N [ | R T« ShaYU Al i) jal) e
subject to removal action. (eapnmail) o) ¥l s il dluleal) A5 Y1 o) )kl 48 el e
*To identify the affected serial numbers/lots, please open i Tl ) e s
the link. o o
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No. of Safety Alerts: 3 Aadad) A axs

Active Implantable Devices

Apical Coring Knife and Abbott.. Al-Jeel Medical & Trading https://ncmdr.sfda. D
HeartMate 3 LVAD Kits Co.LTD

The Gallant, Entrant, and Abbott.. Al-Jeel Medical & Trading  https://ncmdr.sfda. D

Neutrino NxT HV devices Co.LTD

Single-use devices
ACUSON Redwood 2.0 Siemens Medical Solutions = Siemens Medical Solutions https://ncmdr.sfda.
ultrasound systems - 18L6 gov.sa/Secure/CA/ |:|

transducer
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19691
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19693
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19692
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