Report Reference Number: WU2242 WU2242 sl oaa pal) 28]

Kingdom of Saudi Arabia <% dungoull Gy nll A sl
Saudi Food & Drug Authori’ry% doallg Jdanll deloll il

Medical Devices Sector Adal) claiiall 9 3 jgaY) pUad
Surveillance Biometrics Excutive Department AQ gaat) cilalil) g 4408 1 AL0dml 3 )y

Attached below is the weekly report of Field Safety Ll Glel ol o sal) o 3l L Lk (38 5
Corrective Actions (FSCAs) for the period: 5 yiall Al ol Y
From 02-Oct-22 )
To 08-Oct-22 <
which affect Saudi Arabia and being followed up with the Cpainall cpliaall aa Lgiailia g )l Al g ASladll Lo B il
authorised representatives to accomplish the required dga ) e DAY sl
action. o 7 )
* Role of contact officer: sl sl A0) g g *
* Kindly respond to the weekly report in both cases pe gl AU Alla B Lo gl 8l e ol Jali®
either you are affected or not affected. Lk
* Disseminate and share the information with other Ll sl Jals dabiaall LdY) / &l laY) o agaxille
Departments within healthcare facility and Ensuring that oo sl ilie ik o Shinse/ en s el e ST
the healthcare facility is free of any affected o T e 4 -
device/product. X M‘M‘ e o, \ u‘gb'ﬁ}“
* Communicate with the Authorised Representative of the Y o 8 ghuaal M‘ .“ Jiaall g Jusl 5ille
manufacturer if there is any device/product affected by a dnpsaaill Glel Yl e sl ilie (o o e/ e
FSCA Al al sy
Hospital name: s hiinal) anl

Date: |:| B
Hospital affected by any device/product in this report: Al (e Addeally 3 jilia ciladile/s jgal 22 g
Yes |:| axd
No |:| b

* [The yellow highlights indicates that medical devices bl Sleall can o) jal ) el il Al Cile) Y e
subject to removal action. conmnaadll ol Yl s jiliall dululel) ?GJ;\J\ PN RTEWAR
¢ [To identify the affected serial numbers/lots, please open " T )

the link. AT
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Kingdom of Saudi Arabia

Saudi Food & Drug Authority

Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA):

¥

12

cungoull Ay nll AS Lol

dadad) @ AN daaall) cig) AY) s

doallg dAanll éxlall &idbll
Lhal) cilaiiall g 3 jgaY) pllad
Ag gaal) el g 4408 1 Auddil) 5 ey

Electro mechanical medical devices

Full Vision Treadmill H Full Vision, Inc. H GE Healthcare chre[CA[CaViewRe‘ ]
Heater Unit HU 35, 230V ‘}QUET Cardiopulmonary GmH Medical Elements chre[CA[CaViewRe’ O
MiniMed™ 600 Series Pump Medtronic MiniMed... Medtronic Saudi Arabia | https://ncmdr.sfda ]
System
In vitro diagnostic devices
BD Trucount™ Tubes HBecton Dickinson & Co. (BD)H Becton Dickinson B.V. chre(CA[CaViewRe‘ ]
HemoslL von Willebrand Instrumentation ABDULLA FOUAD https://ncmdr.sfda ]
Factor Antigen Reagents | Laboratory SpA, a Werfen HOLDING COMPANY
IH-500. | DiaMed GmbH.  DULREHMAN AL GOSAIBI Gicure/CA/CaViewRe [
V-PRO Blood Collection Advance Medical Advance Medical Co. https://ncmdr.sfda o
Tube
Single-use devices
Endo Stitch™ Single Use Covidien LLC.... Medtronic Saudi Arabia | https://ncmdr.sfda
Loading Unit with V-Loc™ .gov.sa/Secure/CA ]
Reload.
Fogarty Arterial Edwards Lifesciences Arabian Health Care https://ncmdr.sfda
Embolectomy Catheters, Supply Co. (AHCSC) .gov.sa/Secure/CA
Fogarty Fortis Arterial /CaViewRecall.asp [
Embolectomy Catheters, and x?caid=4&rid=172
Fogarty Biliary Balloon 95
Probes
GELITA TAMPON H B Braun Surgical SA H Gulf Medical Co. chre[CA[CaViewRe‘ ]
Li-ion Battery Model 100 ZOLL Medical Corp Arabian Health Care https://ncmdr.sfda
(AutoPulse brand) used with Supply Co. (AHCSC) .gov.sa/Secure/CA ]

ZOLL's AutoPulse
Resuscitation System

/CaViewRecall.asp
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17294
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17296
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17285
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17286
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17287
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17288
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17290
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17293
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17295
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17291
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=17289

Syringe Bulb Oral. “udl Mais for Medical Producwl Mais Co. For Medical Procﬂcure[CA[CaVlewRe’ |
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=17292
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