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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 23-Aug-20 (e
To 29-Aug-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 alaty
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 e LSL. )3\3_,A 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': | i
* Communicate with the Authorised Representative of the . e ? dié < S ‘“ \ &A 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:| [ Adial) anl
Date:| |:@Jm\

Hospital affected by any device/product in this report: A8l Cpada Al B yilia claile/s gl a2 g

Yes |:| ard
No [] y

¢ [The yellow highlights indicates that medical devices PP CL I PN UV [N [ | R T« ShaYU Al i) jal) e
subject to removal action. (oannaill o) aYls )1_“3\ PR A jg\ P AR AR
*To identify the affected serial numbers/lots, please open i Tl ) e s
the link. o o
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Electro mechanical medical devices

HCU 40 Heater-Cooler Unit  MAQUET Cardiopulmonary Medical Elements https://ncmdr.sfda. |:|
. GmbH
Medfusion 3500 and 4000 Smiths Medical Arabian Healthcare Supply https://ncmdr.sfda. |:|
Syringe Infusion Pumps International Limited. Co

In vitro diagnostic devices

BENCHMARK ULTRA Roche Diagnostics GmbH  Al-Jeel Medical & Trading https://ncmdr.sfda.
STAINER MODULE AND Co.LTD gov.sa/Secure/CA/
DISCOVERY ULTRA (RUO)

BIOHIT ColonView Test Kits BIOHIT OY)J Qualb Al-Hayat Est. cure/CA/CaViewRe

COVID-19 IgG/IgM Rapid  Inzek International Trading  First Technology Trading  https://ncmdr.sfda.
Test Cassette (single test) BV Est

O O O O

ORTHO VISION Analyser, Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda.
ORTHO VISION Max Analyzer Supplies Co. Ltd.

Single-use devices

JET 7 Reperfusion Catheters Penumbra, Inc. Thimar Al Jazirah https://ncmdr.sfda. I:l
with Xtra Flex Technology Healthcare Co.
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15321
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15319
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15317
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15320
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15322
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15318
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15316
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