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Attached below is the weekly report of Field Safety <Y aanaill Gle) jad e gl ol L lad (38 e
Corrective Actions (FSCAs) for the period: . :i il L)
From 20-Sep-20 )
To 26-Sep-20 |
which affect Saudi Arabia and being followed up with the Opaizall (pliaall aa Lghadlio 5 jla Al g ASlaall Lea 8 il
authorised representatives to accomplish the required Lnmadll Gl oY) e Ly
action. e =2 :
* Role of contact officer: sl Jailia A0) g g *
* Kindly respond to the weekly report in both cases pe g Al Alla B Lo s R e ol Jali®
either you are affected or not affected. Ly
¢ Disseminate and share the information with other Jonall slaiall Jala daba) e\.mﬁS{\ / S e asaille
Departments within healthcare facility and Ensuring that e b e b o lise/ g sl ol gla e sl
:ciheev ieea/l’;)};f)ﬁs Cftacﬂlty is free of any affected . el Lol sl el Y
* Jommunicate with the Authorised Representative of the i A5 g Ala 4 piradll M"“” Jieall e sl sille
manufacturer if there is any device/product affected by a Lspnaaill Gled 2 Y e gl Sl (b o 3le/ Jlea
FSCA Al al sy
Hospital name: | | : Aol amd
Date:l |@ L)
Hospital affected by any device/product in this report: Al Cada Al b ilie cilaiia/d gl A g

Yes I:l axd
No I:l b

* The yellow highlights indicates that medical devices bl Jleal) G o) jal M i LG Alllaal cilel ) e
subject to removal action. conmnaill o) jaYls lial duldal) ?GJ&H ) okl dd el e
¢ To identify the affected serial numbers/lots, please open - Lo )

the link. A e
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No. of Field Safety Corrective Actions (FSCA): 5 Aadad) @ AN daaall) cilg) AY) s

Dental devices

‘ Elements Obturation Unit H SybronEndo Corporation

<, MAAMOUN TAMER & CO:cure/CA/CaViewRe  [] |

Diagnostic and therapeutic radiation devices

‘ Artis one, , , H SIEMENS H Siemens Medical Solutions Lcure[CA(CaViewRe‘ ] ‘

Electro mechanical medical devices

Blood Monitoring Unit BMU | MAQUET Cardiopulmonary Medical Elements https://ncmdr.sfda
40 (70104.0852) GmbH

[]
’ EVIS EXERA I H Olympus H Salehiya Trading Est. chureZCAZCaViewRe:‘ |:| ‘
[]

Philips Healthcare

Sterilizable Switched Internal
Defibrillator Paddles, , , ,

Philips Healthcare Saudi https:zmcmdr.sfdab

Arabia Ltd.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15358
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15360
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15359
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15362
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15361
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