Report Reference Number: WU2318 WU2318  :_n jsill oaa jall 68 )1

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

Medical Devices Sector dadal) e licall g 5 3¢l gUad
Surveillance Biometrics Excutive Department 4 gand) Ciladal) g A8 1 A% 5 ey
30-Apr-23 \
Attached below is the weekly report of Safety Alerts for 5yl ddludl &) HINY e )y el b Lad (38 )
the period:
From 09-Apr-23 Cra
To 29-Apr-23 |

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. ) o ik
* Disseminate and share the information with other Joaall slaad) Jala dakia ) euﬁ‘\J\ /&y Ao avaaille
departments within the healthcare facility and ensure that O b }\_,A na o tise/ Jlea sl e gl e R ] P
the healthcare facility is free of any affected ) i ) Slall
device/product. P  riaall aaindl i ' y a1l
* Communicate with the Authorised Representative of the JP i s ‘?A S ,“_. \ CA “dm‘).\j .
manufacturer if there is any device/product affected by a Aedlaall SN (e ol e 2k s/ e
Safety Alert

Name of Healthcare Facilty: | | aal) e ) axka gl
Date: | | ol

Facility affected by any device/product in this report: sAailll) (paa BLALAY) A5 silia Cila jlica/B Jgal 23 o

Yes |:| 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 Au’rhori’ry% Jdgallg Janll deqlall il

Medical Devices Sector Ldal) il Jhial) 5 5 3g2Y) £ Ua
Surveillance Biometrics Excutive Department 4 gaat) bl g 4,08 10 40451 54y
No. of Safety Alerts: 16 Aadad) A axs

Anaesthetic and respiratory devices

Seattle PAP plus, Neo Draeger Medical Systems Draeger Arabia Co. Ltd.  https://ncmdr.sfda.

disposable breathing Inc gov.sa/Secure/CA/
systems, Coax ventilation CaViewRecall.aspx |:|
hoses, Pediatric disposable 2caid=6&rid=1951
breathing systems, r Set2Go 1
& Pack2Go

Assistive products for persons with disability

ICELOCK RATCHET Ossur Al Ewan Medical Company cure/CA/CaViewRe: [ ]
Diagnostic and therapeutic radiation devices
Incisive CT System Philips Healthcare ips Healthcare Saudi Arabia :cure/CA/CaViewRe ]

Electro mechanical medical devices

Arrow AutoCAT 2 Intra- Arrow International Inc Gulf Medical Co. https://ncmdr.sfda.
Aortic Balloon Pump, Arrow gov.sa/Secure/CA/ |:|
AC3 Optimus Intra-Aortic CaViewRecall.aspx

Balloon Pump

Impella 5.5 with SmartAssist ABIOMED Inc Gulf Medical Co. https://ncmdr.sfda. ]
heart pump

Hospital hardware

AMSCO 600 EMEA Sterilizer STERIS Corporation..  Jeel Medical & Trading Co. L:cure/CA/CaViewRe: [ |

Reliance® Vision Multi- STERIS Corporation.. Al-Jeel Medical & Trading https://ncmdr.sfda. l:l
Chamber Washer/Disinfector Co.LTD
Wip'Anios Excel ANIOS LABORATOIRES Spectromed cure/CA/CaViewRe |:|

In vitro diagnostic devices
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19511
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19515
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19522
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19523
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19516
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19521
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19520
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19512

ACL ELITE/ELITE PRO
HEMOSTASIS TESTING
SYSTEMS

aPTT Screen cobas t 600T,

aPTT Lupus cobas t 600T,
aPTT cobas t 600T.

Atellica CH 930 Analyzer

BENCHMARK ULTRA
STAINER MODULE,

DISCOVERY ULTRA (RUO).

RX Monaco

Single-use devices

Exmoor Plastics Nasal Splints.

SOFT DENUDATION TIPS

AND FOLLICLE PUNCTION

SYSTEMS

Synergy Cranial (9733763)

and StealthStation Cranial
(9735585)

ABDULLA FOUAD
HOLDING COMPANY

Instrumentation Laboratory
SpA, a Werfen Company

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

Roche Diagnostics GmbH. = Roche Diagnostics Saudi

Arabia Limited

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

ens Healthcare Diagnostics GiIDULREHMAN AL GOSAIBI G:cure/CA/CaViewRe:

Roche Diagnostics GmbH  Al-Jeel Medical & Trading
Co.LTD

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

Bio Standards

Randox Laboratories Ltd. scure/CA/CaViewRe:

Exmoor Plastics Ltd. min Medical Instruments Co.:cure/CA/CaViewRe:

Reproline medical GmbH MED MEANS TRADING

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

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=6&rid=19509
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19514
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19518
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19517
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19513
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19510
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19508
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19519
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