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Attached below is the weekly report of Field Safety ]l s il e ) 5B == ),w“z(\ el A_;; Lo (88 o
Corrective Actions (FSCAs) for the period: -5 _yiall 433l anal)
From 28-Dec-19 O
To 04-Jan-20 S

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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Electro mechanical medical devices

Autocon III 300 and Autocon  Karl Storz GmbH & Co KG Gulf Medical Co. https://ncmdr.sfda.

m400 | ]
JM-105 Jaundice Meters  Draeger Medical Systems Inc  Draeger Arabia Co. Ltd. :cure/CA/CaViewRe: |:|

Non-active implantable devices

GORE EXCLUDER AAA W.L. Gore & Associates Inc. Med Surg Supplies https://ncmdr.sfda.
Endoprosthesis, gov.sa/Secure/CA/ ]
GORE EXCLUDER lliac Branch CaViewRecall.aspx

Endoprosthesis
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15026
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15024
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15027
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