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authorised representatives to accomplish the required Aol Cled jaY) A e\_,q:,y
action.
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* Kindly respond to the weekly report in both cases ass o Al Alla P Sl sty s Jali *
either you are affected or not affected. ) ) Lk
* Disseminate and share the information with other Jonal) slina) Jaks Aalizal) eL.é“){\ [ S e asaaiille
Departments within healthcare facility and Ensuring that sl il b o tise/ Sl Gl o sla e xSl
the healthcare facility is free of any affected “ T i) Aot da el Gilel ay!
device/product. a5 atodl] seiedl S': | o
* Communicate with the Authorised Representative of the . e ? ‘d% < S ‘“ \ tﬂ dm‘}d .
manufacturer if there is any device/product affected by a Lmpmaaill Gile) 2l (e sl Sl ok o e/ e
FSCA Al Gl ylay
Hospital name: [ | Al o)
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Hospital affected by any device/product in this report: A8l Cpada Al B yilia claile/s gl a2 g
Yes [] pxd
No ] ¥

¢ The yellow highlights indicates that medical devices PP CL I PN UV [N [ | R T« ShaYU Al i) jal) e
subject to removal action. (eapnmail) o) ¥l s il dluleal) A5 Y1 o) )kl 48 el e
*To identify the affected serial numbers/lots, please open i Tl ) e s
the link. o o
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Active Implantable Devices

Non-Implanted Medtronic Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
Cobalt™ XT Cardiac gov.sa/Secure/CA/
Resynchronization Therapy CaViewRecall.aspx D
Defibrillators (CRT-Ds) and ?caid=4&rid=1545
Implantable Cardioverter 0

Defibrillators (ICDs)

Diagnostic and therapeutic radiation devices

SIEMENS SOMATOM: Force, SIEMENS Siemens Medical Solutions https://ncmdr.sfda.
Definition AS, Definition gov.sa/Secure/CA/ I:l
Edge, Definition Flash, Drive, CaViewRecall.aspx

Confidence, and EdgePlus .

In vitro diagnostic devices

-BDVIA® 1800 Chemistry Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda.
System, ADVIA® 2400 Diagnostics GmbH GOSAIBI GTB gov.sa/Secure/CA/
Chemistry System, ADVIA® CaViewRecall.aspx I:l
Chemistry XPT System. 2caid=8&rid=1544
-Btellica CH® Analyzer 8

-Dimension Vista® Systems
-Dimension® clinical
chemistry systems

cobas 8000 Core Unit, cobas  Roche Diagnostics GmbH.  Roche Diagnostics Saudi  https://ncmdr.sfda.

pro sample supply unit, and Arabia Limited gov.sa/Secure/CA/ I:l
cobas ¢ 513 analyzer CaViewRecall.aspx

commercial system

Masterclave 10 and bioMerieux Inc Al-Jeel Medical & Trading https://ncmdr.sfda. I:l
Masterclave 20 Co. LTD

Novocastra Liquid Mouse  Leica Biosystems Nussloch Salehiya Trading Est. https://ncmdr.sfda.
Monoclonal Antibody von GmbH gov.sa/Secure/CA/ |:|
Willebrand Factor

VITROS Automation Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda. I:l
Solutions , Supplies Co. Ltd.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15450
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15453
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15448
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15452
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15454
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15449
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15446

Single-use devices

ELISIO 17-H, ELISIO 19-H,  Nipro Medical Corporation.. Spectromed https://ncmdr.sfda. I:l
and ELISIO 19-M
PROTEXIS Latex Micro Cardinal-Health MEDICARE DRUG STORE  https://ncmdr.sfda. ]
Surgical Gloves COMPANY
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