Report Reference Number: WU2123
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Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:
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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.

* Communicate with the Authorised Representative of the
manufacturer if there is any device/product affected by a
FSCA
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Hospital name:|

Date: |

Hospital affected by any device/product in this report:

Yes
No

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

*[To identify the affected serial numbers/lots, please open
the link.
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Diagnostic and therapeutic radiation devices

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

In vitro diagnostic devices

Access Sensitive Estradiol. H Beckman Coulter... “‘nan Coulter Saudi Arabia C{Lure[CA[CaViewRegﬂ O ‘
Cobas 6500 H Roche Diagnostics GmbH. H Diagnostics Saudi Arabia Li‘Lcure(CA[CaViewRe’ | ‘
Vivalytic SARS-CoV-2 and | Bosch Healthcare Solutions | Binary System Medical Co | https://ncmdr.sfda
Vivalytic SARS-CoV-2 GmbH .gov.sa/Secure/CA O
Pooling

Single-use devices

Baxter Medication Delivery, Baxter Healthcare Baxter AG https://ncmdr.sfda O
and Renal Care Products
Contact lens solutions H Bausch & Lomb GmbH.. H Medical regulations gate chre[CA[CaViewRe’ ] ‘
Covidien DAR airway Covidien LLC.... Medtronic Saudi Arabia | https://ncmdr.sfda
products O
Insufflation Filter ‘L STORZ Endoscopy-AmericaH Gulf Medical Co. chre(CA[CaViewRe‘ O ‘
JELONET 5X5CM CTN'50 | Smith & Nephewinc | Smith & Nephew inc  cure/CA/CaViewRe [
Medline Latex Penrose Medline Industries Inc Thimar Al Jazirah https://ncmdr.sfda
Drains Healthcare Co. [

Page 2 of 2


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15674
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15668
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15675
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15672
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15669
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15676
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15673
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15671
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15677
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15670
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