Report Reference Number: WU2222 WU2222 sl s ) b8 )l

Kingdom of Saudi Arabia 4% dungoull duynll AsSiall
Saudi Food & Drug Aufhori’ry% Jdoallg danll delall il

Medical Devices Sector ddal) clatiall g 5 jga¥) gUab
Surveillance Biometrics Excutive Department 4 gaal) Ll g 48 1 38t 5y

Attached below is the weekly report of Field Safety aaaill dilel a e e b L (38 e
Corrective Actions (FSCAs) for the period: 5 yall LSl @l )y
From 15-May-22 (e
To 21-May-22 |
which affect Saudi Arabia and being followed up with the Opainall (pliaall e Lgiadlia (5 la Al g dSLaall Lga s Sl
authorised representatives to accomplish the required Aoamaail) Cile) jaY) s alay
action. ' ‘ ‘
* Role of contact officer: sJlal) Jallca o) g s *
* Kindly respond to the weekly report in both cases aie gl A Al B Lo gl ol el Jali
either you are affected or not affected. ) S ik
* Disseminate and share the information with other Joaall slaad) Jala dakia ) (‘,Luﬁ‘\j\ /&y Ao avaaille
Departments within healthcare facility and Ensuring that e b )J\_*,A b o lie/ lea o e gl e A<l 3
the healthcare facility is free of any affected o . 2N P 4 e
device/product. v ' | e m‘m‘ e R S\“ 5 I \ j‘:‘)}j}.\
* Communicate with the Authorised Representative of the .7 7 ) & i CA o
manufacturer if there is any device/product affected by a gl el a Yl Ga sl Sl (b o St/ Sles
FSCA Al &l sy
Hospital name: 2 dlaal) an)
Date:l | ol
Hospital affected by any device/product in this report: ARl Crada  Adiaally b jilia cladiie/s jgal aa g
Yes Il axd
No ] Y
* The yellow highlights indicates that medical devices ) Dleadl o o) pa) ) e jiaL Al Cile) ya Yl e
subject to removal action. coasnaaill ol jaYls il dludial) AL NP AE YA
*[To identify the affected serial numbers/lots, please open i Lol ) s
the link, AR
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Kingdom of Saudi Arabia 4% diogoull dunll A1l
Saudi Food & Drug Au’rhori’ry% Jdgallg Janll deqlall il

Medical Devices Sector Lhal) cilaiiall g 3 g gl
Surveillance Biometrics Excutive Department g gaad) Ciladl) g A8 1 AT 5 ey

No. of Field Safety Corrective Actions (FSCA): 13

Diagnostic and therapeutic radiation devices

Adlad) @ AN dnsauaill cilg) oY) s

Centricity Universal Viewer GE Healthcare GE Healthcare

https://ncmdr.sfda.

Zero Footprint Client,
Centricity PACS RA1000

gov.sa/Secure/CA/
CaViewRecall.aspx

Workstation, 2caid=4&rid=1614 |:|
Centricity Radiology RA600, 9
Centricity Cardiology
CA1000, and Centricity
Enterprise Web Systems
SOMATOM with software SIEMENS Siemens Medical Solutions https://ncmdr.sfda. I:l
syngo CT VA30A_SP4
Electro mechanical medical devices
Li-lon battery for ACCUVAC =~ WEINMANN Emergency | Al-Jeel Medical & Trading https://ncmdr.sfda. |:|
Pro Medical Technology GmbH Co. LTD
CARESCAPE Central Station GE Healthcare GE Healthcare https://ncmdr.sfda. I:l
(CSCS) V2
EP-TRACER Schwarzer Cardiotek GmbH.. Pharma Knowledge :cure/CA/CaViewRe ]
Medfusion 3500 and 4000 Smiths Medical Arabian Health Care https://ncmdr.sfda. I:l
Syringe Infusion Pumps International Limited.. Supply Co. (AHCSC)
VOLISTA StandOp Surgical MAQUET Inc Gulf Medical Co. https://ncmdr.sfda. I:l
Lights
In vitro diagnostic devices
Anti-Kappa APC and PE Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ncmdr.sfda. I:l
Reagents
BD OneFlow LST/PCST Becton Dickinson & Co. (BD)  Becton Dickinson B.V.  :cure/CA/CaViewRe |:|

Reusable devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16149
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=16145
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16143
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16150
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16148
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16138
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16139
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16142
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16141

EEA Autosuture Circular
Stapler with DST Series
Technology, 25mm

Single-use devices

Arrow 3-Lumen Central
Venous Catheters (CVC) Set

BD Connecta™ Stopcock and Becton Dickinson & Co. (BD)

BD Nexiva™ with BD
Connecta™.

UROMED-Einmal-
Nelaton/Tiemann-Katheter

Medtronic SA Medtronic Saudi Arabia

Arrow International Inc Gulf Medical Co.

UROMED Kurt Drews KG Arabian Salmiya Trading
Est.
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Becton Dickinson B.V.

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

https://ncmdr.sfda.

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

https://ncmdr.sfda.


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16146
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16147
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16140
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16144
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