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Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:
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which affect Saudi Arabia and being followed up with the
authorised representatives to accomplish the required
action.

* Role of contact officer:

* Kindly respond to the weekly report in both cases
either you are affected or not affected.

* Disseminate and share the information with other
Departments within healthcare facility and Ensuring that
the healthcare facility is free of any affected
device/product.

* Jommunicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
FSCA

Hospital name:

Date:

Hospital affected by any device/product in this report:

Yes
No

¢ The yellow highlights indicates that medical devices
subject to removal action.

* [To identify the affected serial numbers/lots, please open
the link.

Cndainall Cfiaall pe Lgindia 5 jla il 5 dSLaall Lgy 3 jiliall 5
Aasaaatll Slel Yl a4t (J.A.\\}Z

 Jst¥) Tl 2] e ¥

pe Jiﬁm‘é‘shgé&&u;ﬂ)wm\&s 0 Jals #
A

inall sliall Jala dalia) ew‘y\ /&)Y e aaxcille
e gl i (b o Jliuse/ Sl (5T e L S8 (e S
'@‘J:‘AM 43l a-‘3-‘L~d4l\ &"'_1\;\).;\;)\

3sa s Alla L giiaall aaieall Jieall go Jual sille

Al el

;".I’J'M\ e}
oy
Al Cpann Aol § j5lia cladie/ jgal 22 g
prd
Y

(bl Sleall s o) ja) ) el e Al el jaY) e
(ol ol Wl Al Adudell Q5N ) 51kl 48 el o
AV A s

Page 1 of 2



Kingdom of Saudi Arabia 4% dungoull &y nll AsS lasll
Saudi Food & Drug Aufhori’ry% Jdgallg Jdaill &qlall auall

Medical Devices Sector 4hal) cilaiiall g 3 jgaY) plad
Surveillance Biometrics Excutive Department 4 guad) bl g 48 M 405N 3 aY)
No. of Field Safety Corrective Actions (FSCA): 3 Aadad) ) AN daaall) cig) aY) s

Diagnostic and therapeutic radiation devices

Zenition 50, Zenition 70, Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda
Veradius Unity systems Arabia Ltd.

Electro mechanical medical devices

Level 1 Fast Flow Fluid Smiths Medical almadar medical Est. https://ncmdr.sfda

Warming Systems and Level International Limited .gov.sa/Secure/CA

1 NORMOFLO Irrigation /CaViewRecall.asp
Systems

Single-use devices

HawkOne Directional Medtronic SA Medtronic Saudi Arabia | https://ncmdr.sfda
Atherectomy System
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15949
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15951
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15950

