Report Reference Number: WU2350

WU2350 : n sll oaa yall o850

Kingdom of Saudi Arabia7’i/ Aungnull Ay nll A 1a,ll

Saudi Food & Drug Authority

Medical Devices Sector
Surveillance Biometrics Excutive Department

Attached below is the weekly report of Safety Alerts 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 the healthcare facility and ensure 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
Safety Alert

Cndainall Cfiaall pe Lgindia 5 jla il 5 dSLaall Lgy 3 jiliall 5
_A\M"“ . Al) Q\;\ﬁ}]\ .A:\s.u el..q.\\}z

 Jst¥) Tl 2] e ¥

pie gl AN Alla B Lo guadd) 8 el Jali
A

Lnall slanall Jals dabiaal A8l / <l Y e ayexille
o b e b o Slie/ Slen (f e L Sl e S
AL el i)

Al <l 1) (g b itie o o T/ Slen

Name of Healthcare Facilty |
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Date: |
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iacility 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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Diagnostic and therapeutic radiation devices

Luminos Select H SIEMENS H Siemens Medical Solutions chre[CA[CaViewRe‘ O ‘

In vitro diagnostic devices

ACL TOP 350 CTS- ACL TOP Instrumentation ABDULLA FOUAD https://ncmdr.sfda [
750 CTS Laboratory SpA, a Werfen HOLDING COMPANY

ORTHO VISION AnalyzerQ | Ortho-Clinical Diagnostics Samir Photographic https://ncmdr.sfda

ORTHO VISION Max Supplies Co. Ltd. .gov.sa/Secure/CA ]
Analyzer /CaViewRecall.asp

ORTHO Optix™ Reader

Medical software

PIC iX Version 4.X and Philips Medical Systems Philips Healthcare Saudi | https://ncmdr.sfda ]
CareEvent Version C.03.X Arabia Ltd.

Ophthalmic and optical devices

Hydrophobic acrylic pre- Cristalens Industrie Riyadh Medical Services | https://ncmdr.sfda []
loaded intraocular lens
Single-use devices
3-Way Stopcock with/witout | Saudi Mais for Medical Saudi Mais Co. For https://ncmdr.sfda O
Extension Tube Products Medical Products
Bard Mission Disposable BD Switzerland Sarl Becton Dickinson B.V. | https://ncmdr.sfda n
Core Biopsy Instrument Kit
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19818
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19819
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19813
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19814
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19817
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19815
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19816
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