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Attached below is the weekly report of Field Safety il dilel a3 e oY) yal) b Lasd (38 ya
Corrective Actions (FSCAs) for the period: 5 yiall Sl ¢l sy
From 18-Oct-20 Cra
To 24-Oct-20 <
which affect Saudi Arabia and being followed up with the Cpainal) Gafiaall ae Lginlie 5 )l ) 5 ASlaall g 3 yiliall
authorised representatives to accomplish the required Aol Cled jaY) A e\_,q:,y
action.
* Role of contact officer: sJlalY) ala o) gpua *
* 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 Oe di-.’ )3\_1‘ s - Wi/ Jlea Lsi e A e (] 5
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: [ | s diinal) anl

Date: [ ] A
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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No. of Field Safety Corrective Actions (FSCA): 10 Add) @ AN Laaaail) cie) ,ay) e

Active Implantable Devices

InterStim™ System Medtronic SA Medtronic Saudi Arabia :cure/CA/CaViewRe ]

Anaesthetic and respiratory devices

Flow anesthesia machines , MAQUET Inc Gulf Medical Co. :cure/CA/CaViewRe: |
SLE4000 & SLE5000 — SLE Ebrahim M. Al-Mana &  https://ncmdr.sfda. ]
Control Monitor Boards Bros. Co. Ltd.

Diagnostic and therapeutic radiation devices

AC/DC POWER SUPPLY for ESAOTE S.P.A Regulatory Standards  https://ncmdr.sfda. H
7400

In vitro diagnostic devices

UIBC System reagent Beckman Coulter... 'man Coulter Saudi Arabia Cc:cure/CA/CaViewRe: O

VITROS Chemistry Products =~ Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda. []
Performance Verifier Il , Supplies Co. Ltd.

Non-active implantable devices

Geistlich Bio-Oss Pen. Geistlich Pharma AG 1imar Al Jazirah Healthcare C:cure/CA/CaViewRe: [l

Single-use devices

Procedure Trays & Single Molnlycke Health Care AB. Branch of Molnlycke https://ncmdr.sfda.

Packed Shielded Bladed Health Care AB gov.sa/Secure/CA/ O
Trocars
RUSCH LASERTUBE (Rubber) Teleflex Medical.. Gulf Medical Co. :cure/CA/CaViewRe: [l

Sterile hypodermic / blunt fill Chirana T. Injecta, a.s. Saudi Medical Services SMS https://ncmdr.sfda.
needle - MEDOJECT
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15391
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15398
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15393
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15394
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15401
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15399
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15396
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15397
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15392
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15395
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