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Report Reference:
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below is the weekly report of Safety Alerts for the period: 5l AaSlal) &l 1Y e )yl b Lasd
From 18-Feb-24 e
To 24-Feb-24 S
which affect Saudi Arabia and being followed up with the authorised 2 alady Cpaainall (pliaall aa Leiailia (5 ol Sl g ASLaall g2 3 PN
representatives to accomplish the required action. Al Gilgd jay)
* Kindly respond to the weekly report in both cases either you are affected or DA e dlldg il ax ) A Al P PR RV s Jali *
not affected though the following link: ) 2oL} Jay) )

https:/ /surveys.sfda.gov.sa/surveys/?s=CTLNDA7ARTRDHMA

* Role of contact officer: cJbaiY) a4 g puna *

* Disseminate and share the information with other departments within the O L la e oSl g Al sliall Jals ddlisall ALY/ ol oY) e asanille
geal'thc/are fgcﬂllcty and ensure that the healthcare facility is free of any affected . Al A e Lﬁi—.’ )m‘ g—da o 3l Sl Lﬁi
evice/product. a ol s ise/ Slen 3 sa s Alla b piiaall adinall Jiadl) go Jusl sille
* Jommunicate with the Authorised Representative of the manufacturer if there Akttt /e 2525 « o & . }J
is any device/product affected by a Safety Alert Aadlud) i
Y P Y AL ) Jah e el 5l 68 5l Al e Shianall 55 a1 Jaalis 48 padl

*To identify the affected serial numbers/lots, please open the Safety link.
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SA-18-02-24-292 Access Substrate Beckman Coulter UK Ltd Beckman Coulter Saudi https://ncmdr.sfda.  In vitro diagnostic devices
Arabia Co Ltd gov.sa/Secure/CA/
2 SA-18-02-24-290 Cystatin C Calibrator Randox Laboratories Ltd. Bio Standards https://ncmdr.sfda. In vitro diagnostic devices
gov.sa/Secure/CA/
3 SA-19-02-24-293 DIVA 24 Inch Widescreen LCD Philips Healthcare Philips Healthcare Saudi https://ncmdr.sfda. Electro mechanical medical
Touch Display Arabia Ltd. devices
4 SA-18-02-24-291  FilmArray Pneumonia Panel Plus BioFire Diagnostics Inc Al-Jeel Medical & Trading Co. https://ncmdr.sfda. In vitro diagnostic devices
(Pneumoplus), FilmArray LTD gov.sa/Secure/CA/
Pneumonia Panel (Pneumo)
5 SA-15-02-24-289 Gastrointestinal (GI) Panel bioMerieux Inc Al-Jeel Medical & Trading Co. https://ncmdr.sfda. In vitro diagnostic devices
LTD gov.sa/Secure/CA/
6 SA-15-02-24-288 LUISA, TIVAN LS, Life One Lowenstein Medical GmbH Bio Standards https://ncmdr.sfda. Anaesthetic and respiratory
&Co.KG gov.sa/Secure/CA/ devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19932
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19933
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19935
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19931
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19929
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19930

