Report Reference Number: WU2343 WU2343 ;o sll oaa 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 A ga) L) g 408 1 A5 5yl
22-Oct23 |
Attached below is the weekly report of Safety Alerts for ;5] ddludl <l 1Y e )y al) b Lasd (38 e
the period:
From 15-Oct-23 O
To 21-Oct-23 S
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. X L . . o
* Jommunicate with the Authorised Representative of the A b d“‘"“ﬂ A“""“j; .;\ 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 il Lle ) adia aul

Date: [

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

Yes |:| 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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No. of Safety Alerts: 8 Aadld) <l ) das

Active Implantable Devices

CARDIOHELP-i “QUET Cardiopulmonary GmH Medical Elements chre[CA[CaViewRe‘ [l ‘
EMBLEM S-ICD H Cardiac Pacemaker Inc. ‘k)n Scientific Gulf for tradinchure[CA[CaViewRe’ ] ‘

Diagnostic and therapeutic radiation devices

BD Alaris™ Syringe Module, | Becton Dickinson & Co. Becton Dickinson B.V. | https://ncmdr.sfda
BD Alaris™ PCU Module and (BD) .gov.sa/Secure/CA O
Alaris™ PCA Module
DRX-Revolution Mobile X- Carestream Health Samir Trading and https://ncmdr.sfda []
Ray System Marketing CJSC.

In vitro diagnostic devices

ACL TOP Family / ACL TOP
Family 50 Series

https://ncmdr.sfda

Instrumentation ABDULLA FOUAD
Laboratory SpA, a Werfen HOLDING COMPANY

Alinity s System H Abbott Hsupplies & Services Co.Ltd Iﬂcure[CA[CaViewRe’ ] ‘
. DiaMed GmbH.  DULREHMAN AL GOSAIBI Gcure/CA/CaViewRe [ |

ID-DiaPanel Plus 6

Single-use devices

BD Alaris™ Pump Sets, BD Switzerland Sarl Becton Dickinson B.V. | https://ncmdr.sfda
Gravity, and Extension .gov.sa/Secure/CA O

infusion sets
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19742
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19744
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19745
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19747
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19743
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19740
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19741
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19739
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