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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 01-Mar-20 %)
To 07-Mar-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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No. of Field Safety Corrective Actions (FSCA): 13 A0 aral) dadall Al i) oY) axe

Anaesthetic and respiratory devices

Low pressure tube, CO2 Karl Storz GmbH & Co KG

Gulf Medical Co. xcure/CA/CaViewRe: ]

Protective Cover (Part No.
006344) for Vivo 50, Vivo 55,
Vivo 60 and Vivo 65
ventilatorsBe related
information

BREAS Medical AB A GE
Healthcare Co

Regulatory Standards  https://ncmdr.sfda.

gov.sa/Secure/CA/ .

CaViewRecall.aspx
?caid=2&rid=1510

Electro mechanical medical devices

Prismaflex Control Units Baxter Corp Canada Baxter AG :cure/CA/CaViewRe ]

In vitro diagnostic devices

ABL800 ., Radiometer America Inc Salehiya Trading Est.  :cure/CA/CaViewRe: |
ADVIA Chemistry Direct Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda.
Bilirubin (DBIL_2) and Total Diagnostics GmbH GOSAIBI GTB gov.sa/Secure/CA/ ™
Bilirubin (TBIL_2) Assays
Alinity ci-series System Abbott Medical supplies & https://ncmdr.sfda. ]

Control Module (SCM) ,,

Services Co.Ltd Mediserv

Atellica CH Direct Bilirubin Siemens Healthcare ABDULREHMAN AL https://ncmdr.sfda.
(DBil_2) and Total Bilirubin Diagnostics GmbH GOSAIBI GTB gov.sa/Secure/CA/ D

(TBil_2) Assays

Dimension Vista Total

Siemens Healthcare

ABDULREHMAN AL

https://ncmdr.sfda.

Bilirubin (TBIL) Flex reagent Diagnostics GmbH GOSAIBI GTB gov.sa/Secure/CA/ ]
cartridge
Hemochron Signature Elite.. Accriva Diagnostics Trading for Technical and M:cure/CA/CaViewRe: [
Single-use devices
Bellco MICROPLAS Nikkiso Belgium Arabian Health Care https://ncmdr.sfda. ]
plasmafilters Supply Co. (AHCSC)
Molnlycke Procedure Trays.. Molnlycke Health Care AB. 1ch of Molnlycke Health Carexcure/CA/CaViewRe: (]
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15100
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=2&rid=15104
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15105
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15108
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15096
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15109
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15097
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=15098
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=8&rid=15101
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15107
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=15106

Stopcock with mobile ring CAIR LGL Arabian Trade House Est. :cure/CA/CaViewRe: ]
Turon MedTech CYTOGUIDE SIEMENS Siemens Medical Solutions https://ncmdr.sfda. ]

needle guide bushes
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15099
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=15103
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