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Attached below is the weekly report of Field Safety sl Gile) ja = },u;‘z/\ ol (:JJ Lo (38 ya
Corrective Actions (FSCAs) for the period: 5yl AaSluad) ol Iy
From 01-Aug-21 %)
To 07-Aug-21 <

which affect Saudi Arabia and being followed up with the
authorised representatives to accomplish the required
action.

* Role of contact officer:

* Kindly respond to the weekly report in both cases
either you are affected or not affected.

* Disseminate and share the information with other
Departments within healthcare facility and Ensuring that
the healthcare facility is free of any affected
device/product.

* Jommunicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
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FSCA Al al sy
Hospital name: | | s Adial) o)
Date: | | A
Hospital affected by any device/product in this report: i) (e | Adieally 3 ila cilatie/d gl 2 g
Yes I axd
No ] b

¢ The yellow highlights indicates that medical devices
subject to removal action.

* [To identify the affected serial numbers/lots, please open
the link.

bl Slead) Cams o) ja) () s Hasl Al ke ja Y o
(el o) a5 il Alulil) A8 Y1 ) ) k) 48 pedl
Al 8 s

Page 1 of 3



Kingdom of Saudi Arabia 4% dungoull &y nll AsS lasll
Saudi Food & Drug Aufhori’ry% Jdgallg Jdaill &qlall auall

Medical Devices Sector Lhal) cilpiiall g 3 3¢y gULd
Surveillance Biometrics Excutive Department 4 guat) bl g 400 1 ddn 3 lay)
No. of Field Safety Corrective Actions (FSCA): 15 Aadad) ) Y dasauail) @is) Yl s

Active Implantable Devices

EMBLEM™ Subcutaneous Boston Scientific Cardiac FAROUK, MAAMOUN https://ncmdr.sfda

Implantable Cardioverter Rhythm Management TAMER & COMPANY .gov.sa/Secure/CA
Defibrillators (S-ICDs) Group /CaViewRecall.asp n
EMBLEM™ S-ICD x?caid=4&rid=157
Subcutaneous Electrode 87

(Model 3501)

Anaesthetic and respiratory devices

Datex-Ohmeda Anesthesia GE Healthcare GE Healthcare https://ncmdr.sfda ]
Machines

Zeus Infinity Empowered ‘braeger Medical Systems IncH Draeger Arabia Co. Ltd. chre[CA[CaViewRe‘ O ‘

Assistive products for persons with disability

Zippie Voyage H Sunrise Medical H Al-Enayah Company chre[CA[CaViewRe‘ ] ‘

Diagnostic and therapeutic radiation devices

Philips EPIQ & Affiniti Philips Healthcare Philips Healthcare Saudi | https://ncmdr.sfda [
Ultrasound Systems.. Arabia Ltd.
Electro mechanical medical devices
Root NIBPT devices H Masimo Corporation H Masimo International SARLchreZCAZCaVieWRe‘ ] ‘
In vitro diagnostic devices
Accu-Chek® Aviva 50 Roche Diabetes Care GmbH ~ FAROUK, MAAMOUN https://ncmdr.sfda [
Accu-Chek® Aviva 100 TAMER & COMPANY
Accu-Chek® Inform Il test | Roche Diagnostics GmbH. | Roche Diagnostics Saudi | https://ncmdr.sfda 0
strips Arabia Limited
ADVIA Chemistry XPT Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda n
System,, Diagnostics GmbH GOSAIBI GTB
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15787
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15781
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15790
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15783
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15791
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15792
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15779
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15778
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15777

EnVision FLEX Hematoxylin
Link

https://ncmdr.sfda
Co. LLC

Agilent Technologies, Inc. | Dar Al-Zahrawi Medical

0|

Non-active implantable devices

GORE PROPATEN Vascular | W.L. Gore & Associates Inc. Med Surg Supplies https://ncmdr.sfda
Graft configured for .gov.sa/Secure/CA O]
Pediatric Shunt

Single-use devices

BD SmartSite™ Needle Free | Becton Dickinson & Co. Becton Dickinson B.V. | https://ncmdr.sfda n
Valve (BD)
Prismaflex Sets.. H Baxter Corp Canada H Baxter AG chre[CA[CaViewRe‘ | ‘
Steelex STE set, Steelex B Braun Surgical SA Gulf Medical Co. https://ncmdr.sfda
monofilar and packs
TheraSphere Administration Biocompatibles Ltd Arabian Trade House Est. | https://ncmdr.sfda H
Sets
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15782
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15780
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15784
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15788
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15786
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15785
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