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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.

* 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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Kingdom of Saudi Arabia <%
Saudi Food & Drug Authority 5
Medical Devices Sector

Surveillance Biometrics Excutive Department

No. of Field Safety Corrective Actions (FSCA): 13

Dental devices
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Rubber Dam Clamp, KSK H

HSmiIe Agents Establishmentchre[CA[CaViewRe‘ D ‘

Dentech Corp.

Diagnostic and therapeutic radiation devices

ACUSON Sequoia
ultrasound systems

Siemens Medical Solutions

Siemens Medical Solutions

https://ncmdr.sfda

]

Philips BV Vectra

’ Philips Medical Systems Hips Healthcare Saudi Arabia chre(CA[CaViewRe’

SOMATOM Confidence,
SOMATOM Definition Edge,
SOMATOM Definition Edge
Plus, SOMATOM Definition

AS

Siemens Healthcare GmbH

Siemens Medical Solutions

https://ncmdr.sfda
.gov.sa/Secure/CA

/CaViewRecall.asp
x?caid=4&rid=159

Electro mechanical medical devices

Arietta 750 Ultrasound
Arietta 850 Ultrasound
Lisendo 880 Ultrasound

Hitachi Ltd.

ABDULREHMAN AL
GOSAIBI GTB

https://ncmdr.sfda
.gov.sa/Secure/CA

Puritan Bennett 980
Ventilator Systems.

Medtronic SA

Medtronic Saudi Arabia

https://ncmdr.sfda

In vitro diagnostic devices

BioPlex 2200 APLS IgM and
BioPlex 2200 APLS IgA

Bio Rad.

Al-Jeel Medical & Trading
Co.LTD

https://ncmdr.sfda

Hemoglobin F and A2
Control

Tosoh Corporation

ABDULLA FOUAD
HOLDING COMPANY

https://ncmdr.sfda

[]

Thermo Scientific™
Campylobacter Test

Thermo Fisher Scientific Inc.

Medical supplies &
Services Co.Ltd Mediserv

https://ncmdr.sfda

Medical software

NEXADIA monitor

B. Braun Avitum AG

Hsupplies & Services Co.Ltd Iﬂcure[CAZCaViewRe | |
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15917
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15923
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15927
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15922
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15921
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15916
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15920
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15918
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15928
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15919

Single-use devices

SuperCore Semi-Automatic
Biopsy Instruments

Argon Medical Devices Inc

Alhaya medical co.

https://ncmdr.sfda

SuperCore Semi-Automatic
Biopsy Instruments

Argon Medical Devices Inc

Alhaya medical co.

https://ncmdr.sfda

Synergy Cranial (9733763)
and StealthStation Cranial
(9735585)

Medtronic Navigation, Inc.

Medtronic Saudi Arabia

https://ncmdr.sfda
.gov.sa/Secure/CA
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15924
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15925
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15926
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