Report Reference Number: WU2342 WU2342 sl oas ol 680

Kingdom of Saudi Arabia 4% dungoull duynll AsSiall
Saudi Food & Drug Aufhori’ry% Jdoallg danll delall il

Medical Devices Sector dadal) e licall g 5 3¢l gUad
Surveillance Biometrics Excutive Department 4 gaad) Ll g 43 1 38t 5y
15-0ct-23 |
Attached below is the weekly report of Safety Alerts for 5yl ddludl &) HINY e )y el b Lad (38 )
the period:
From 08-Oct-23 Cra
To 14-Oct-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 pie gl ALY Ala B e gand) ol o ol el
either you are affected or not affected. Ly
* Disseminate and share the information with other Laall slanall Jals dilisal) sy / i laY) e asancille
departments within the healthcare facility and ensure that O b }\_,A na o tise/ Jlea sl o L slA e A<l 3
the healthcare facility is free of any affected ) i ) bl el i)
device/product. . L el ’ | o
* Communicate with the Authorised Representative of the JP i s ‘?A < L ,“_. \ CA “dm‘).\j .
manufacturer if there is any device/product affected by a Adlall SN (e (51 Sl (b o 3lse/ e
Safety Alert

Name of Healthcare Facilty: aal) e ) axka gl
Date: ol

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

Yes |:| axd

No ] Y
* The yellow highlights indicates that medical devices ) Dleadl o o) pa) ) e jiaL Al Cile) ya Yl e
subject to removal action. coasnaaill ol jaYls il dludial) AL NP AE YA
*[To identify the affected serial numbers/lots, please open i

L-‘\ ‘ -
the link. AN @ o2
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Kingdom of Saudi Arabia 4% diogoull dunll A1l
Saudi Food & Drug Au’rhori’ry% Jdgallg Janll deqlall il

Medical Devices Sector Ldal) il Jhial) 5 5 3g2Y) £ Ua
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No. of Safety Alerts: 8 Aadad) A axs

Active Implantable Devices

CardioMEMS Patient Abbott.. Al-Jeel Medical & Trading https://ncmdr.sfda. ]
Electronics System Co.LTD

Anaesthetic and respiratory devices

elisa 300, elisa 500, elisa 600, Lowenstein Medical GmbH Bio Standards https://ncmdr.sfda. ]
elisa 800 and elisa 800 &Co.KG

Diagnostic and therapeutic radiation devices

DRX-Revolution Mobile X- Carestream Health Samir Trading and https://ncmdr.sfda. [
Ray System Marketing CJSC.
Hospital hardware

Cios VA30, Cios Spin, Cios  Siemens Medical Solutions = Siemens Medical Solutions https://ncmdr.sfda. ]
Alpha, Cios Flow

In vitro diagnostic devices

Dxl 9000 Access Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda. ]
Immunoassay Analyze Arabia Co Ltd
Glucose-6-Phosphate Randox Laboratories Ltd. Bio Standards https://ncmdr.sfda. ]

Dehydrogenase (G-6-PDH)

Reusable devices

Zimmer® Dermatome Blades Zimmer Biomet. ‘Zimmer Biomet Asel Alarabiz:cure/CA/CaViewRe ]
Single-use devices

stayesafe Disinfection Cap Fresenius Medical Care. ‘resenius Medical Care Gmbt:cure/CA/CaViewRe: ]
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19731
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19733
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19732
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19736
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19734
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19735
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19738
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19737
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