Report Reference Number: WU2046 WU2046 &l xas jall &85
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Attached below is the weekly report of Field Safety daaaaill Ailel a o )y adl) (o Lasd (39 )
Corrective Actions (FSCAs) for the period: 5 yall L) <) ylasy
From 01-Nov-20 %
To 07-Nov-20 |
which affect Saudi Arabia and being followed up with the izl (plieall pa Lgialia (5 ol () g dSlaall Lo B PEN(R
authorised representatives to accomplish the required Al el jaY) b alay
action. !
* Role of contact officer: sJlaiY) Jalia d0) g s *
* Kindly respond to the weekly report in both cases P I il Al B e Sea) A e 3l Jal #
either you are affected or not affected. i
* Disseminate and share the information with other Lanall slanal Jals dalisall ALY / i lay) e avaxille
Departments within healthcare facility and Ensuring that o b )_,uA b o lise/ Slea o e gl e A< P
the healthcare facility is free of any affected ) T i) ALl A Al el jay)
device/product. P R S.. 5'; |
* Communicate with the Authorised Representative of the . e f MEA & g \, \ cA flm\.jm.
manufacturer if there is any device/product affected by a npnail) SlelaY) Ge sl e (b o 3/ e
FSCA Al al Iy
Hospital name: | | 2 Aial) ol
Date: | | g

Hospital affected by any device/product in this report: AR e Al § il claiie/s Jgal aa 5

Yes [ e
No |:| b

¢ [The yellow highlights indicates that medical devices PP L PEN UV [N | Rt DY Allaall Cile) jaY) e
subject to removal action. ¢ el o) 2l s iliall ddulual) A3 Y o ) Lall 48 jeal e
*To identify the affected serial numbers/lots, please open . I Y
the link. C T
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No. of Field Safety Corrective Actions (FSCA): 4 Adld) AN daauall) @il oY) s

Anaesthetic and respiratory devices
V60 Ventilators ... Philips Healthcare ips Healthcare Saudi Arabia :cure/CA/CaViewRe |:|
Diagnostic and therapeutic radiation devices
EKOS Control System 4.0 EKOS Corp Arabian Trade House Est. :cure/CA/CaViewRe |:|

In vitro diagnostic devices

ARCHITECT EBV VCA IgM Abbott Medical supplies & https://ncmdr.sfda. |:|
Calibrator , Services Co.Ltd Mediserv

VITROS System Software Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda. I:l
Version 3.6. Supplies Co. Ltd.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15421
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15419
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15418
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15420
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