Report Reference Number: WU2315 WU2315 sl oaa yall o850

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 02-Apr-23 O
To 08-Apr-23 <)
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
S
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g

Yes ] axd
No ] Y

* [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 4% dungoull &y nll AsS lasll
Saudi Food & Drug Aufhori’ry% Jdgallg Jdaill &qlall auall

Medical Devices Sector ddal) ciladiiall g 5 jgal g Uad
Surveillance Biometrics Excutive Department 4 guad) bl g 48 M 405N 3 aY)
No. of Field Safety Corrective Actions (FSCA): 9 Aadad) ) AN daaall) cig) aY) s

Diagnostic and therapeutic radiation devices

Digital Diagnostic Mobile X- Samsung Electronics.. ATTIEH MEDICO LTD https://ncmdr.sfda ]
ray System GM85

Electro mechanical medical devices

FLEX. GRASPING FORCEPS, Richard Wolf GmbH.. Medical supplies & https://ncmdr.sfda
FLEX. BIOPSY FORCEPS Services Co.Ltd Mediserv D
Trilogy Evo, Trilogy Evo O2, Philips Respironics Philips Healthcare Saudi | https://ncmdr.sfda
Trilogy Evo Universal, California Arabia Ltd. .gov.sa/Secure/CA |:|
Trilogy EV300

In vitro diagnostic devices

AU / DxC AU Bicarbonate Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda []
Reagent OSR6x90 Arabia Co Ltd
BIOPHEN™ Protein C LRT HYPHEN BioMed.. Medical Regulations Gate | https://ncmdr.sfda I:l
and BIOPHEN™ Protein C 5
HEMOSIL® LIQUID ANTI-XA. tion Laboratory SpA, a Werfc LLA FOUAD HOLDING COM cure/CA/CaViewRe [
iQ200 Series, DxU 850m and Beckman Coulter... Beckman Coulter Saudi  https://ncmdr.sfda n
840m Iris Analyzers Arabia Co Ltd
Medical software
Centricity PACS-IW, (PACS- GE Healthcare GE Healthcare https://ncmdr.sfda
IW) Centricity PACS-IW with .gov.sa/Secure/CA
Universal Viewer (UV-IW) [CaViewRecall.asp O
and Centricity Universal x?caid=4&rid=194
Viewer with PACS-IW 96
foundation (UV-IW)
Single-use devices
Syringe Hudi Mais for Medical Producwi Mais Co. For Medical Pro#ure[CA[CaViewReJ‘ 1 ‘
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19507
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19497
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19502
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19500
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19499
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19501
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19498
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19496
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19503
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