Report Reference Number: WU213
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Attached below is the weekly report of Field Safety
Corrective Actions (FSCAs) for the period:

From

1oallg danl dlall Aial
dhal) claiiall 9 3 jgal) pUad
g gaad) bl g 4008 1 450850 5 ey

10-Jan-21 ‘

a)ﬁsﬂ DY WA | Q\J\L\J

03-Jan-21 O

To 07-Jan-21 <)

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.

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

;M\ e}

Date: |

| e

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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No. of Field Safety Corrective Actions (FSCA): 6 Aadad) ) AN daaall) cig) aY) s

Diagnostic and therapeutic radiation devices

Hips Healthcare Saudi Arabia chre[CA[CaViewRe‘

Philips Incisive CT Systems H Philips Healthcare

O

Electro mechanical medical devices

Alaris GP Volumetric Pump
with Plus software

Becton Dickinson & Co.
(BD)

Becton Dickinson B.V.

https://ncmdr.sfda

Medtronic HeartWare
Monitor AC Adapter

Medtronic SA

Medtronic Saudi Arabia

https://ncmdr.sfda

In vitro diagnostic devices

QlAstat-Dx Respiratory
SARS-CoV-2 Panel

QIAGEN Ltd

ABDULLA FOUAD
HOLDING COMPANY

https://ncmdr.sfda

Single-use devices

Artiset HD DNL HC,

Baxter Healthcare

Baxter AG

icure/CA/CaViewRe

" Procedure Trays & Single
Packed Shielded Bladed
Trocars

Molnlycke Health Care AB.

Branch of Molnlycke
Health Care AB

https://ncmdr.sfda
.gov.sa/Secure/CA
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15498
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15503
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15497
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15501
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15502
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15500
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