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Attached below is the weekly report of Field Safety amaill Gilel a2 o oY) yal) b Lasd (38 5
Corrective Actions (FSCAs) for the period: 5yl oLl ¢ sy

From 05-Feb-23 )

To 11-Feb-23 A
which affect Saudi Arabia and being followed up with the Onainall (pliaall aa Leiailia (5 la Sl g ASLaall g2 3 el
authorised representatives to accomplish the required Aoaaaill Gle) jay) 2w e\-‘ﬁy

action.

* Role of contact officer: sJlaiY) Jalia A0) g ua *
* Kindly respond to the weekly report in both cases ae g A s B e gand) 8 e ol Jal
either you are affected or not affected. Lk
* Disseminate and share the information with other Ll sl Jals daliaal) JLudY) / <yl e asaxille
Departments within healthcare facility and Ensuring that e b J_,i_qA b - Micee/ e &l el o a<ta P
the healthcare facility is free of any affected " PR R PR WP Al el Y
device/product. s Al b gl sdied) (iad) g oal sille

* Communicate with the Authorised Representative of the . S A o
manufacturer if there is any device/product affected by a Al el a¥) (e b il ks o lie/ Jlea
FSCA Al cl Iy

Hospital name: | | : Al anl
Date: | |+t
Hospital affected by any device/product in this report: Al e Aol § jilia clatiia/s jgal a2 g

Yes O i
No O Y

* The yellow highlights indicates that medical devices b)) Sleadl i o) pa) ) el HialL Al Cile) Y e
subject to removal action. coamnaaill o aYls }@\ Lluls) o8 J‘\j\ PPN REAR
* To identify the affected serial numbers/lots, please open ) Tl e sy
the link. o T
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No. of Field Safety Corrective Actions (FSCA): 6 Aadld) @l IAY il cig) oY) s

Anaesthetic and respiratory devices

TRACOE experc Set twist, Tracoe medical GmbH Arabian Trade House Est. https://ncmdr.sfda. ]
twist plus, vario

Vivo 45LS Ventilators BREAS Medical AB Regulatory Standards  :cure/CA/CaViewRe: ]

Diagnostic and therapeutic radiation devices

ARTIS icono / pheno system SIEMENS Siemens Medical Solutions https://ncmdr.sfda.
in combination with a gov.sa/Secure/CA/ ]
Siemens Healthineers VE OR CaViewRecall.aspx
Table

Hospital hardware
Genesis STERRAD Reusable Becton Dickinson & Co. (BD) Becton Dickinson B.V. https://ncmdr.sfda.
Rigid Sterilization Container gov.sa/Secure/CA/ D

Systems
Single-use devices

Infusomat Space Line Type B. Braun Melsungen AG. Medical supplies & https://ncmdr.sfda.
Transfusion Services Co.Ltd Mediserv

[

Silverline Cu 380 Ag Pregna International Ltd Golden Care Medical Est cure/CA/CaViewRec ]

Page 2 of 2


https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18442
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18445
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18443
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18441
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18440
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=18444
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