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Report Reference: w2442 PR (g el a2 N

Publish date: 13-Oct-24 ol gl

below is the weekly report of Safety Alerts for the period: 5l AaSlal) &l 1Y e )yl b Lasd
From 06-Oct-24 )
To 12-Oct-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 fgcillicty 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 i W N s a xia ol dateall Jiaall aa (il sille
* Jommunicate with the Authorised Representative of the manufacturer if there Akttt /e 2525 ¢ . NC:A\ . ‘)f 4
is any device/product affected by a Safety Alert : e o
Al ) Jay) y 8 el 1 3 Al Apdall e Hinall 53 3¢y Jualdi 48 jaale

*To identify the affected serial numbers/lots, please open the Safety link.
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SA-09-10-24-621

No. of Safety Alerts: 9

3-Way Stopcock.

Saudi Mais for Medical

Aadaad) @A) aas

Saudi Mais Co. For Medical

Products Products
2 SA-08-10-24-618 Atlan A100 Draeger Medical Systems Inc Draeger Arabia Co. Ltd.
Atlan A300
Atlan A300 XL
Atlan A350
Atlan A350 XL
3 SA-08-10-24-617 MR systems with FlexTrak Philips Medical Systems Philips Healthcare Saudi
docking interface Nederland B.V. Arabia Ltd.
4 SA-08-10-24-616 paraPAC 300 Smiths Medical.. AL-KAMAL Import
paraPAC plus 310
5 SA-07-10-24-614 Pneupac paraPAC Smiths Medical.. AL-KAMAL Import
6 SA-09-10-24-619 Rx Imola Randox Laboratories Ltd. Bio Standards
7 SA-02-10-24-611 TruSystem 7000 Surgical Table Baxter Healthcare Baxter AG
8 SA-07-10-24-615  UroPass- Ureteral Access Sheath Olympus Corporation of the Gulf Medical Co.

Americas .
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Single-use devices

Anaesthetic and respiratory
devices

Diagnostic and therapeutic
radiation devices

Anaesthetic and respiratory
devices

Anaesthetic and respiratory
devices

In vitro diagnostic devices

Electro mechanical medical
devices

Single-use devices


https://ade.sfda.gov.sa/Fsca/PublishDetails/133
https://ade.sfda.gov.sa/Fsca/PublishDetails/132
https://ade.sfda.gov.sa/Fsca/PublishDetails/135
https://ade.sfda.gov.sa/Fsca/PublishDetails/131
https://ade.sfda.gov.sa/Fsca/PublishDetails/129
https://ade.sfda.gov.sa/Fsca/PublishDetails/134
https://ade.sfda.gov.sa/Fsca/PublishDetails/127
https://ade.sfda.gov.sa/Fsca/PublishDetails/130

SA-06-10-24-613 VITROS Immunodiagnostic Ortho-Clinical Diagnostics  Samir Photographic Supplies https://ade.sfda.go
Products Anti-HTLV I/l Controls Co. Ltd.

In vitro diagnostic devices
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