Report Reference Number: WU209 WU209 8l oaa pall 8 )

Kingdom of Saudi Arabia <% dungoull Gy nll A< sl
Saudi Food & Drug Au’rhori’ry% Jdgallg Jainll dqlall auall

Medical Devices Sector Ahall claiiall g 5 jgaY) gl
Surveillance Biometrics Excutive Department A gaadl cilaldl) g 4,08 18 4,080 5 lay)

Attached below is the weekly report of Field Safety ADlall sl Gile) a3 e )y ) b Lad (38 5a
Corrective Actions (FSCAs) for the period: 5yl Al
From 16-Feb-20 e
To 22-Feb-20 Ay
which affect Saudi Arabia and being followed up with the Cainall (plfiaall aa Leiailia 5 jla (Al g ASLaall Lo B Sl
authorised representatives to accomplish the required Al el aY) A alaiy
action.
* Role of contact officer: sJlai) laiba A g e *
* Kindly respond to the weekly report in both cases pie gl AN la B e guad) 81 e ol Jal *
either you are affected or not affected. ik
* Disseminate and share the information with other Lnall sliiall Jals daliaa) sy / <l haY) o asesille
Departments within healthcare facility and Ensuring that e sl J_,\_M b a Winse/ Sl & el gl e <l P
the healthcare facility is free of any affected ) Tl Al A Al el Y
device/product. a8 xiaall il 5: ! i
* Communicate with the Authorised Representative of the . e f ‘dh ‘?A . ,f\w \ cA fLA‘}d .
manufacturer if there is any device/product affected by a Ll Glel 2 Y e gL il (b o i/ e
FSCA Aailasal) Al
Hospital name: 2 oiliaal) anal
Date: | | oSl

Hospital affected by any device/product in this report: Al cpaia bl 3 Silie cilatiags jeal aa g

Yes |:| axd
No I:l Y

* The yellow highlights indicates that medical devices bl Sleall Con ol pa) ) el jieall Al cule) Yl e
subject to removal action. ¢ oamnaail) o) ayls i) Al e@)‘y\ P B ARTEAR
*[To identify the affected serial numbers/lots, please open i I g
the link. o -
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Kingdom of Saudi Arabia 4% dungoull Gy nll A sl
Saudi Food & Drug Au’rhori’ry% Jdoallg danll dqlall Al

Medical Devices Sector Ldal) cilaitall g 5 3gaY) pUad
Surveillance Biometrics Excutive Department 4 gaad) culalidl) g 400 U A,0am 5y
No. of Field Safety Corrective Actions (FSCA): 4 A0 aral) dadall Al i) oY) axe

Active Implantable Devices

Advanced Bionics HiRes Advanced Bionics Corp. Gulf Medical Co. https://ncmdr.sfda. O
Ultra / HiRes Ultra 3D .

Diagnostic and therapeutic radiation devices

Artis zeego systems and SIEMENS Siemens Medical Solutions https://ncmdr.sfda.
Artis zee/Q/Q.zen systems gov.sa/Secure/CA/ I:l
with Siemens Healthineers CaViewRecall.aspx

table (Step/Tilt, OR) ,
In vitro diagnostic devices

STA - Deficient VIII & STA - Diagnostica Stago Medical supplies & https://ncmdr.sfda. I:l
ImmunoDef VII , Services Co.Ltd Mediserv

Reusable devices

PALAMIX uno and PALAMIX Heraeus Medical GmbH Al Amin Medical https://ncmdr.sfda. I:l
duo Instruments Co. Ltd.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15085
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15083
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15082
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15084
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