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Kingdom of Saudi Arabia <% dungoull Gy nll A sl
Saudi Food & Drug Authori’ry% doallg Jdanll deloll il

Medical Devices Sector dhal) claiiall 9 3 jgal) pUad
Surveillance Biometrics Excutive Department A ga) L) g 408 1 A5 5yl

Attached below is the weekly report of Field Safety dnnaill Gle) ja 2l o )y el b e (38 5
Corrective Actions (FSCAs) for the period: 5 yiall O el iy
From 13-Feb-22 )
To 19-Feb-22 <)
which affect Saudi Arabia and being followed up with the Opainall Cpliaall aa lgiaglio g jla Al 5 ASladll Lo B il
authorised representatives to accomplish the required Aaaail Ll g oY) i alasy
action. o 7 ‘
* Role of contact officer: cJbai) sl A0) g guna *
* Kindly respond to the weekly report in both cases pie gl AN Alla B Lo guadd) 8 el Jali
either you are affected or not affected. Ly
* Disseminate and share the information with other Laall sl Jals dabiaall L) / <l oY) e aaxille
Departments within healthcare facility and Ensuring that o s )3\_& b o lise/ g sl e b sla e S
g:i, ieea/lgrc:)acfi Cftac1hty is free of any affected . el Lol dma il ) Y
* Communicate with the Authorised Representative of the i 3529 Alla (8 phaall A“:‘"“M Jieall ga Joal sille
manufacturer if there is any device/product affected by a dapsaail) Gl 2 e b e Lf\L P NPV VEN
FSCA Al al sy
Hospital name: | | s odiinal) ol
D [ e
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g

Yes |:| axd

No I:l b

* [The yellow highlights indicates that medical devices (bl Sleall s o) ja) ) el e Al el jaY) e
subject to removal action. cenanaail) ol jaYls il Ll At SV g )kl 4 e e
* To identify the affected serial numbers/lots, please open . T

the link. Al e o
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Kingdom of Saudi Arabia <%
Saudi Food & Drug Authority 5
Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA): 10 Aadad) ) AN daaall) cig) aY) s

Diagnostic and therapeutic radiation devices

SIEMENS Siemens Medical Solutions

BCUSON Juniper ultrasound
system with Juniper 1.0
(VA10D / VA10E / VA10F)
software

https://ncmdr.sfda
.gov.sa/Secure/CA
/CaViewRecall.asp

Philips Azurion R2.0.x
System.

Philips Healthcare

Philips Healthcare Saudi
Arabia Ltd.

https://ncmdr.sfda

Philips DigitalDiagnost C90
and CombiDiagnost R90

Philips Healthcare

Philips Healthcare Saudi

Arabia Ltd.

https://ncmdr.sfda

Electro mechanical medical devices

HeartStart Intrepid
Monitor/Defibrillator..

Philips Healthcare

Philips Healthcare Saudi

Arabia Ltd.

https://ncmdr.sfda

Level 1 Fast Flow Fluid
Warming Systems and Level
1 NORMOFLO Irrigation
Systems

Operation Table

Smiths Medical
International Limited

Mizuho OSI

almadar medical Est.

https://ncmdr.sfda
.gov.sa/Secure/CA
/CaViewRecall.asp

H Medical Express Services ( ﬂcure[CA[CaViewRe’

Servo-u, Servo-n ventilator
system

Maquet Critical Care AB

Gulf Medical Co.

https://ncmdr.sfda

Various Cardio Products H

Welch Allyn, Inc

<, MAAMOUN TAMER & CO cure/CA/CaViewRe

In vitro diagnostic devices

HemoslIL AcuStar
ADAMTS13 Activity

Instrumentation
Laboratory SpA, a Werfen

ABDULLA FOUAD
HOLDING COMPANY

https://ncmdr.sfda

Thermo Scientific QMS
Tacrolimus Calibrator

Thermo Fisher Scientific Oy

ABDULLA FOUAD
HOLDING COMPANY

Page 2 of 2

https://ncmdr.sfda



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16029
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16030
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16037
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16031
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16032
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16033
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16035
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16036
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=16034
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16038
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