Report Reference Number: WU2217 WU2217 8l aa ) b8 )l

Kingdom of Saudi Arabia 4% dungoull duynll AsSiall
Saudi Food & Drug Aufhori’ry% Jdoallg danll delall il

Medical Devices Sector ddal) clatiall g 5 jga¥) gUab
Surveillance Biometrics Excutive Department 4 gaal) Ll g 48 1 38t 5y

Attached below is the weekly report of Field Safety aaaill dilel a e saY)  yal) o Lasd (88 5
Corrective Actions (FSCAs) for the period: 5 yall LSl @l )y
From 10-Apr-22 Cra
To 16-Apr-22 &S

which affect Saudi Arabia and being followed up with the Opainall (pliaall e Lgiadlia (5 la Al g dSLaall Lga s Sl
authorised representatives to accomplish the required Aoaaeaill Cile) jaY) A alaiy
action. ‘ ‘

* Role of contact officer: sJlal) Jallca o) g s *
* Kindly respond to the weekly report in both cases aie gl A Al B Lo gl ol el Jali
either you are affected or not affected. S i
* Disseminate and share the information with other Laall slanall Jals dilisal) sy / i laY) e asancille
Departments within healthcare facility and Ensuring that e b }\_L, b o lie/ lea o e gl e R ] P
the healthcare facility is free of any affected o T 2N P )
device/product. v . | e m‘m‘ e R S\“ 5 I \ j‘:‘)}j}.\
* Communicate with the Authorised Representative of the R 7 ) & i CA o
manufacturer if there is any device/product affected by a gl el a Yl Ga sl Sl (b o St/ Sles
FSCA Al &l sy

Hospital name: | |;u.\’&'mdt )
Date:l |C‘J )
Hospital affected by any device/product in this report: ARl Crada  Adiaally b jilia cladiie/s jgal aa g

Yes D axd

No |:| b

* The yellow highlights indicates that medical devices ) Dleadl o o) pa) ) e jiaL Al Cile) ya Yl e
subject to removal action. (oannaill o) aYls )'3@\ Ll o8 )‘y\ o) 5kl dd el e
*[To identify the affected serial numbers/lots, please open i o et s
the link, - i
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Kingdom of Saudi Arabia 4% diogoull dunll A1l
Saudi Food & Drug Aufhoriw% Jdgallg danll deloll il

Medical Devices Sector Al cilaiiall g 3 g g ki
Surveillance Biometrics Excutive Department 4 gl il il g A8 0 A6 5 lay)
No. of Field Safety Corrective Actions (FSCA): 2 Adld) @AY dasauail) cig) oY) as

Active Implantable Devices

Medtronic Cobalt™ and Medtronic SA Medtronic Saudi Arabia  https://ncmdr.sfda.
Crome™ Implantable gov.sa/Secure/CA/
Cardioverter Defibrillators CaViewRecall.aspx
(ICDs) 2caid=48urid=1611 L]
and Cardiac 4
Resynchronization Therapy
Defibrillators (CRT-Ds)

Electro mechanical medical devices

Infinity CentralStation Draeger Medical Systems Inc Draeger Arabia Co. Ltd.  :cure/CA/CaViewRe: |:|
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=16114
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=16113
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