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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 Aalall A atl) il ) W o ey ) (b Lasd (38 e
Corrective Actions (FSCAs) for the period: 5 yiall 4 aal)
From 28-Jun-20 Cra
To 04-Jul-20 |

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 Aoaaeaill Cile) jaY) A alaiy
action. ‘ ‘

* Role of contact officer: sJlal) Jallca o) g s *
* Kindly respond to the weekly report in both cases pie gl ALY Ala B e gand) ol o ol el
either you are affected or not affected. Ly
* Disseminate and share the information with other Laall slanall Jals dilisal) sy / i laY) e asancille
Departments within healthcare facility and Ensuring that e b }\_L, b o lie/ lea o e gl e R ] P
the healthcare facility is free of any affected i T i) Al A ) cle) )
device/product. T R S“ 5: | .
* Communicate with the Authorised Representative of the . nd 7 QEA & o ,f\" | CA dm‘}d .
manufacturer if there is any device/product affected by a sl el a Yl Ga sl Sl (b o S/ Sles
FSCA ilasall Al

Hospital name: | |;u.\’&3ud\ )
Date: | ] ;&
Hospital affected by any device/product in this report: ARl Crada  Adiaally b jilia cladiie/s jgal aa g

Yes I:l axd
No ] b

* The yellow highlights indicates that medical devices ) Dleadl o o) pa) ) e jiaL Al Cile) ya Yl e
subject to removal action. (oannaill o) aYls )'3@\ Ll o8 )‘y\ o) 5kl dd el e
*[To identify the affected serial numbers/lots, please open i o et s
the link. C T
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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 4 gl il il g A8 0 A6 5 lay)
No. of Field Safety Corrective Actions (FSCA): 10 s Aianal) Aadlal! Laaatil) cip) oY) aas

Anaesthetic and respiratory devices

Drager Perseus A500 Draeger Medical Systems Draeger Arabia Co. Ltd.  https://ncmdr.sfda. I:l
Anaesthesia Machine Inc

Electro mechanical medical devices

Multiple Alaris™ Infusion ~ Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ncmdr.sfda. I:l
Pump Systems

Philips 866173 IntelliVue Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda.
G7m Anaesthesia Gas Arabia Ltd. gov.sa/Secure/CA/ []
Modules
Philips M3015A Microstream Philips Healthcare Philips Healthcare Saudi  https://ncmdr.sfda. I:l
CO2 Extension Arabia Ltd.

Healthcare facility products and adaptations

CMAX 3 and CMAX 3-DRIVE STERIS Corporation.. Al-Jeel Medical & Trading https://ncmdr.sfda. I:l
Surgical Tables Co.LTD

In vitro diagnostic devices

cobas u 701 microscopy Roche Diagnostics GmbH. | Roche Diagnostics Saudi  https://ncmdr.sfda.

analyzer and cobas u 601 Arabia Limited gov.sa/Secure/CA/ |:|
urine analyzer

Elecsys Anti-CCP assay used = Roche Diagnostics GmbH. = Roche Diagnostics Saudi  https://ncmdr.sfda.
in cobas e 411 / 601/ 602/ Arabia Limited gov.sa/Secure/CA/ |:|

801 systems
Elecsys Troponin T hs for use  Roche Diagnostics GmbH. = Roche Diagnostics Saudi  https://ncmdr.sfda.
on the cobas e 801 analytical Arabia Limited gov.sa/Secure/CA/ []
unit

Non-active implantable devices

TRIGEN META-NAIL Tibial Smith & Nephew inc Smith & Nephew inc https://ncmdr.sfda. I:l
Nail T0mm X 39cm
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15252
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15261
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15254
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15255
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15249
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15256
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15260
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15250
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15251

Single-use devices

‘ Virgin Silk Suture ‘mson & Johnson Medical Gm‘. Johnson Medical Saudi Aratcure/CA/CaViewRec [
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15253
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