Report Reference Number: WU2128 WU2128 : u sill aa yall o8 )

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 Al < iy
From 27-Jun-21 O
To 03-Jul-21 <)
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 Aasasail ) e 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 e sl ilie 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 aobiue/ Slea
FSCA Al sy
Hospital name: | | i) o)
Date [ g
Hospital affected by any device/product in this report: Al Crada  Adiaeally b ilie cilaiie/d jgal a g
Yes ] axd
No |:| 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 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 gaad) i) g 408 1 ) 3y

No. of Field Safety Corrective Actions (FSCA): 12

Diagnostic and therapeutic radiation devices

Aadad) ) AN daaall) cig) aY) s

H Siemens Medical Solutions H Siemens Medical Solutions chre[CA[CaViewRe‘ O ‘

Artis system

Electro mechanical medical devices

GlideScope Go Video
Monitors

Verathon Inc

Techno-Orbits
Establishment

https://ncmdr.sfda

OrganOx metra Retained
Unit

OrganOX Limited

QOMEL CO. LTD.

https://ncmdr.sfda

Q-Flow Surgical Lighting
Systems

Merivaara Corp

Omar Saeed Al-Amoudi
Sons Co. (L.L.C)

https://ncmdr.sfda

In vitro diagnostic devices

ABL90 FLEX and ABL90 FLEX
PLUS analysers with E3800
CPU unit

Radiometer Medical

Salehiya Trading Est.

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

DiaClon Anti-M/N* and
DiaClon Anti-N

DiaMed GmbH.

ABDULREHMAN AL
GOSAIBI GTB

https://ncmdr.sfda

Lyra SARSCoV2 Assay
(M120)Eke related
information

Quidel Corporation

ABDULLA FOUAD
HOLDING COMPANY

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

ORTHO VISION Analyzer for
BioVue and ORTHO VISION
Max Analyzer for BioVue

Ortho-Clinical Diagnostics

Samir Photographic
Supplies Co. Ltd.

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

ThermoScientificTM
OxoidTM AMC30
Amoxycillin / Clavulanic Acid
Antimicrobial
Susceptibility Discs

Thermo Fisher Scientific Inc.

Medical supplies &
Services Co.Ltd Mediserv

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

/CaViewRecall.asp
x?caid=4&rid=157

VITROS® Chemistry
Products CKMB Slides

Ortho-Clinical Diagnostics

Samir Photographic
Supplies Co. Ltd.

https://ncmdr.sfda
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15741
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15734
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15736
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15733
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15730
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15739
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15740
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15738
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15731
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15732

Medical software

’ Kaluza C Software H Beckman Coulter Weel Medical & Trading Co. Iﬁcure[CA[CaViewRe’ O ‘

Single-use devices

Medical devices within shelf Delta Med spa Gebab Najed Trading Est | https://ncmdr.sfda
life that were sterilized at .gov.sa/Secure/CA [
Steril Milano.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15735
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15729
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