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To:
THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)
Director General of Engineering Affairs, MOH
Director General of Royal Hospital
Director General of Khoula Hospital
Director General of Medical Supplies (MOH)
Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)
Hospital Director (Al Massara Hospital)
The Head of Medical Services in SQU Hospital
The Head of Medical Services in Royal Oman Police
The Head of Medical Services in Ministry of Defence
The Head of Medical Services in The Diwan
The Head of Medical Services in The Sultan’s Special Force
The Head of Medical Services in Internal Security Services
The Head of Medical Services in Petroleum Development of Oman
The Head of Medical Services in LNG Oman
ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No 60 dated 21/06/2026.

Copy to:

e Director, Office of H.E. The Undersecretary for Health Affairs
\1.e o Director of Medical Device Department, DSC
"« Director of Pharmacovigilance Department, DSC

Director of Medicine Registration Department, DSC

Director of Regulatory Compliance Department, DSC
Director of Central Quality Control Lab., DSC
Supdt. of Central Drug Information
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Attached below is the weekly report of Safety Alerts for Medical Devices. To identify the affected products and

required action, please open the link.

No. of Safety Alerts 24

Diagnostic and therapeutic radiation devices

&RTIS pheno and ARTIS icono with Siemens Healthcare GmbH
VE30B and VE40B Software

Multiple devices. Burlington Medical Supplies Inc

Electro mechanical medical devices

ILP HT RanD S.p.A.
Q-FLOW SURGICAL LIGHT Merivaara Corp
TRUPULSE™ Generator Johnson & Johnson Medical GmbH

In vitro diagnostic devices

BRAHMS PIGF Plus KRYPTOR BRAHMS GmbH
MICROBACT IDENTIFICATION KITS OXOID LIMITED
MicroScan Neg MIC 3J Beckman Coulter Inc..
MicroScan Neg Multidrug Resistant Beckman Coulter Inc..
MIC 1
Panocell®-16, Capture-R® ReadyID Immucor GmbH.
Extend I
STA NeoPTimal 5 Diagnostica Stago S.A.S.

Drug Safety Center

https://apps.tga.gov.au/PROD/DRAC/

https://www.accessdata.fda.gov/scrip

https://www.bfarm.de/SharedDocs/K

https://www.bfarm.de/SharedDocs/K

https://www.bfarm.de/SharedDocs/K

https://www.accessdata.fda.gov/scrip

https://www.accessdata.fda.gov/scrip

https://www.accessdata.fda.gov/scrip

https://www.accessdata.fda.gov/scrip

https://ade.sfda.gov.sa/Fsca/PublishD

https://ade.sfda.gov.sa/Fsca/PublishD
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https://apps.tga.gov.au/PROD/DRAC/arn-detail.aspx?k=RC-2026-RN-00229-1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218781
https://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2026/13988-26_kundeninfo_en.pdf?__blob=publicationFile
https://www.bfarm.de/SharedDocs/Kundeninfos/EN/12/2026/04343-26_kundeninfo_en.pdf?__blob=publicationFile
https://www.bfarm.de/SharedDocs/Kundeninfos/EN/07/2026/12477-26_kundeninfo_en.pdf?__blob=publicationFile
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=219084
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=219024
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=219075
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=219085
https://ade.sfda.gov.sa/Fsca/PublishDetails/783
https://ade.sfda.gov.sa/Fsca/PublishDetails/777
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TRAb human 1 step RIA
Medical software

Dexcom G7 iOS App

Medipan GmbH.

DexCom Inc

Non-active implantable devices

HRS Max
Xpress Pedicle Screw System

Single-use devices

- Approach® CTO-12 Micro Wire Guide
- Blue Rhino® G2-Multi Percutaneous
Tracheostomy Introducer Set
- Cook Staged Extubation Set
- NCompass® Nitinol Stone Extractor
- Spectrum® Central Venous Catheter
Set
- Wayne Pneumothorax Set

Risposable Mix Bowl & Spatula
ConvaFoam® Border Dressing
Microbore Trifuse Extension Sets
MiniMed™ Paradigm™, MiniMed™ 600
series, and MiniMed™ 700 series

insulin pump systems

Monoject TmL Luer Lock Tuberculin
Syringe

See Luer Cap Set
Sodium Bicarbonate

Various procedure packs containing
Namic Rotating Adaptor Syringes

vVhH DSC
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Tornier, Inc..

XTANT MEDICAL INC

Cook Incorporated

Zimmer Biomet
ConvaTec
ICU Medical, Inc

Medtronic SA

Cardinal Health 200, LLC..

Molded Products Inc
Saudi Mais for Medical Products

Medline Industries Inc

®

https://www.bfarm.de/SharedDocs/K

https://apps.tga.gov.au/PROD/DRAC/

https://www.accessdata.fda.gov/scrip

https://www.accessdata.fda.gov/scrip

https://www.accessdata.fda.gov/scrip
ts/cdrh/cfdocs/cfres/res.cfm?id=2189
17

https://apps.tga.gov.au/PROD/DRAC/

https://www.bfarm.de/SharedDocs/K

https://apps.tga.gov.au/PROD/DRAC/

https://www.accessdata.fda.gov/scrip
ts/cdrh/cfdocs/cfres/res.cfm?id=2178

https://www.accessdata.fda.gov/scrip

https://www.accessdata.fda.gov/scrip

https://ade.sfda.gov.sa/Fsca/PublishD

https://www.accessdata.fda.gov/scrip
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https://www.bfarm.de/SharedDocs/Kundeninfos/EN/08/2026/13973-26_kundeninfo_en.pdf?__blob=publicationFile
https://apps.tga.gov.au/PROD/DRAC/arn-detail.aspx?k=RC-2026-RN-00222-1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218955
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=219029
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218917
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218917
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218917
https://apps.tga.gov.au/PROD/DRAC/arn-detail.aspx?k=RC-2026-RN-00252-1
https://www.bfarm.de/SharedDocs/Kundeninfos/EN/20/2026/14189-26_kundeninfo_en.pdf?__blob=publicationFile
https://apps.tga.gov.au/PROD/DRAC/arn-detail.aspx?k=RC-2026-RN-00234-1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=217834
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=217834
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218994
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=218833
https://ade.sfda.gov.sa/Fsca/PublishDetails/781
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=219161
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The local agent shall coordinate with the Drug Safety Center to ensure that appropriate actions are taken in
response to the listed alerts. In the event of a safety notice or a defect related to any medical device, the local
agent must implement the necessary corrective measures in accordance with Ministerial Decision No.
113/2020, Articles (88) and (89).

Device users are advised to contact the respective local agent to follow up on the implementation of corrective
actions needed.

).

Ph. Ibrahim Nasser Al Rashdi
Director General
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