MEDICAL DEVICES
RECALL AND SAFETY NOTICE 2023

MEDICAL DEVICE MANUFACTURER LINK
MEDTRONIC https://ansm.sante.fr/informations-de-securite/fil-de-suture-chirurgicale-sutures-non-resorbables-medtronic-
SUTURES FRANCE SAS |covidien
Electrode de scalp feetal Simple
spirale PHILIPS https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-electrodescalpfoetal-philips.pdf
SYSTEMES DE PERFUSION FRESENIUS https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-perfusionexelia-fresenius.pdf
BAUSH https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-lentilleeyecee-bausch-fsn-2022-dec-21-nidek-in-
EyeCee One AND LOMB french-eyecee-one-prechargees.pdf
MUTARS HD IMPLANTCAST [https://ansm.sante.fr/uploads/2022/12/26/20221226-rIp-accouplementmutard-implantcast.pdf
INCUBATEUR FABIE MEDIPREMA https://ansm.sante.fr/uploads/2022/12/26/20221226-mes-incubateurneonatalfabie-mediprema.pdf
https://ansm.sante.fr/uploads/2022/12/27/20221227-rIp-prothesepolythese-perouse-fsn-2022-01m-rev01-fr-
POLYTHESE® IC VYGON perouse.pdf



https://ansm.sante.fr/informations-de-securite/fil-de-suture-chirurgicale-sutures-non-resorbables-medtronic-covidien
https://ansm.sante.fr/informations-de-securite/fil-de-suture-chirurgicale-sutures-non-resorbables-medtronic-covidien
https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-electrodescalpfoetal-philips.pdf
https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-perfusionexelia-fresenius.pdf
https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-lentilleeyecee-bausch-fsn-2022-dec-21-nidek-in-french-eyecee-one-prechargees.pdf
https://ansm.sante.fr/uploads/2022/12/29/20221229-mes-lentilleeyecee-bausch-fsn-2022-dec-21-nidek-in-french-eyecee-one-prechargees.pdf
https://ansm.sante.fr/uploads/2022/12/26/20221226-rlp-accouplementmutard-implantcast.pdf
https://ansm.sante.fr/uploads/2022/12/26/20221226-mes-incubateurneonatalfabie-mediprema.pdf
https://ansm.sante.fr/uploads/2022/12/27/20221227-rlp-prothesepolythese-perouse-fsn-2022-01m-rev01-fr-perouse.pdf
https://ansm.sante.fr/uploads/2022/12/27/20221227-rlp-prothesepolythese-perouse-fsn-2022-01m-rev01-fr-perouse.pdf
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ZIMMER https://ansm.sante.fr/uploads/2022/12/27/20221227-rlp-nexgen-zimmer-zfa2022-00240-hospital-surgeon-
NexGen Complete Knee BIOMET fsn-emea-final-fr-2.pdf
TELEFLEX
SONDE URETHRALE MEDICAL https://ansm.sante.fr/informations-de-securite/sondes-ureterales-teleflex
Neuro ZtiCLA OTICON https://www.oticonmedical.com/for-professionals/cochlear-implant/reliability-report
SARS-CoV-2 Viral Mutations: Impact https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/sars-cov-2-viral-mutations-
on COVID-19 Tests NA impact-covid-19-tests?utm_medium=email&utm_source=govdelivery
Ingenia Elition, SmartPath to Ingenia
Elition X, MR 7700 and ‘Upgrade to |Philips
MR 7700’ MR systems Healthcare. https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18407

Zeus, Zeus IE, and Zeus Kit C500
Anesthesia Workstations with DIVA
Sevoflurane Modules

Draeger Medical
Systems Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18403

DEFIGARD Touch?

Schiller AG

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18405



https://ansm.sante.fr/uploads/2022/12/27/20221227-rlp-nexgen-zimmer-zfa2022-00240-hospital-surgeon-fsn-emea-final-fr-2.pdf
https://ansm.sante.fr/uploads/2022/12/27/20221227-rlp-nexgen-zimmer-zfa2022-00240-hospital-surgeon-fsn-emea-final-fr-2.pdf
https://ansm.sante.fr/informations-de-securite/sondes-ureterales-teleflex
https://www.oticonmedical.com/for-professionals/cochlear-implant/reliability-report
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18403
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18405
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Microvit MT-101 / Microvit MT-101
nano

Schiller AG

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18404

Artis zee/ Artis Q/ Artis Q.zen
systems with software version

VD12A SIEMENS https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18409
ORTHO
Analyseurs ORTHO® VISION et CLINICAL
ORTHO® VISION Max DIAGNOSTICS [https://ansm.sante.fr/uploads/2023/01/03/20230103-mes-ortho-vision-ortho-clinical.pdf
Mammographie — RX- 3Dimensions
and Selenia Dimensions HOLOGIC https://ansm.sante.fr/uploads/2023/01/03/20230103-mes-rx-3d-and-selenia-hologic.pdf
Extension de corps principal pour
endoprothése vasculaire AAA COOK https://ansm.sante.fr/uploads/2023/01/03/20230103-rlp-zenith-cook.pdf
ADVIA Centaur® XP - ADVIA
Centaur® XPT - ADVIA Centaur® CP|SIEMENS https://ansm.sante.fr/uploads/2023/01/04/20230104-rlp-advia-centaur-siemens.pdf
masques avec aimants Philips
Respironics PHILIPS https://ansm.sante.fr/uploads/2023/01/09/20230109-mes-masques-philips-courrier-12-22.pdf



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18409
https://ansm.sante.fr/uploads/2023/01/03/20230103-mes-ortho-vision-ortho-clinical.pdf
https://ansm.sante.fr/uploads/2023/01/03/20230103-mes-rx-3d-and-selenia-hologic.pdf
https://ansm.sante.fr/uploads/2023/01/03/20230103-rlp-zenith-cook.pdf
https://ansm.sante.fr/uploads/2023/01/04/20230104-rlp-advia-centaur-siemens.pdf
https://ansm.sante.fr/uploads/2023/01/09/20230109-mes-masques-philips-courrier-12-22.pdf
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KIT PRESSIO® POUR
MONITORING DE PIC,
PARENCHYMATEUX
TUNNELLISABLE et
PARENCHYMATEUX A BOULON SOPHYSA https://ansm.sante.fr/uploads/2023/01/09/20230109-mes-catheter-pic-sophysa. pdf
myNeedle Guide de syngo.CT VA40
et syngo.CT VA50 SIEMENS https://ansm.sante.fr/uploads/2023/01/09/20230109-mes-somatom-siemens. pdf
Les systémes de médecine GE
nucléaire des séries 600/800 HEALTHCARE [https://ansm.sante.fr/uploads/2023/01/06/20230106-mes-systemes-series-600-800-ge.pdf
Artis zee, Artis Q et Artis Q. SIEMENS https://ansm.sante.fr/uploads/2023/01/06/20230106-mes-rx-artis-zee-qg-zen-siemens.pdf
Systéme Airo TruCT Scanner STRYKER https://ansm.sante.fr/uploads/2023/01/06/20230106-mes-rx-airo-ct-mobius.pdf
TERUMO
RelayPro AORTIC https://ansm.sante.fr/uploads/2023/01/06/20230106-rIp-relaypro-terumo.pdf
TELEFLEX
Cathéter — Lasso Expro Elite MEDICAL https://ansm.sante.fr/uploads/2023/01/05/20230105-rlp-lasso-expro-elite-teleflex. pdf



https://ansm.sante.fr/uploads/2023/01/09/20230109-mes-catheter-pic-sophysa.pdf
https://ansm.sante.fr/uploads/2023/01/09/20230109-mes-somatom-siemens.pdf
https://ansm.sante.fr/uploads/2023/01/06/20230106-mes-systemes-series-600-800-ge.pdf
https://ansm.sante.fr/uploads/2023/01/06/20230106-mes-rx-artis-zee-q-zen-siemens.pdf
https://ansm.sante.fr/uploads/2023/01/06/20230106-rlp-relaypro-terumo.pdf
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DENTAL IMPLANT AIEP_4848.080

EUROTEKNICA

https://ansm.sante.fr/uploads/2023/01/05/20230105-rlp-aesthetica-2-etk.pdf

Obsolescence et remplacement des
bacs de réactifs (MagNA Pure

Compact) ROCHE https://ansm.sante.fr/uploads/2023/01/10/20230110-mes-roche-illumina.pdf
cobas® SARS-CoV-2 & Influenza
A/B ROCHE https://ansm.sante.fr/uploads/2023/01/10/20230110-mes-cobas-roche.pdf

Bistouri Beaver® EdgeAhead®
Stiletto

Beaver-Visitec
International Ltd

https://ansm.sante.fr/uploads/2023/01/10/20230110-rlp-mvr-knife-beaver.pdf

HLS & PLS Set

MAQUET
Cardiopulmonary
GmbH

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18410

Coated VICRYL Plus Antibacterial

(polyglactin 910) Suture Ethicon Inc. https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18412
Roche

Elecsys Troponin T hs, Elecsys Diagnostics

Troponin T hs STAT GmbH. https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18413



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18410
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18412
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18413
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Covera™ and Covera™ Plus
Vascular Covered Stent

Becton
Dickinson & Co.
(BD)

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18415

Monnal T60 ventilators

Air Liquide
Medical Systems.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18416

Ventilateur d'anesthésie Flow-i, Flow-

c et Flow-e GETTINGE https://ansm.sante.fr/uploads/2023/01/17/20230117-mes-ventilateurflow-getinge.pdf

Renfort pariétal Parietex Composite [MEDTRONIC https://ansm.sante.fr/uploads/2023/01/17/20230117-renfortparietex-medtronic-fal303-fsn-french-vf.pdf
Matériel ancillaire (orthopédie) - Fer |SPINEVISION https://ansm.sante.fr/uploads/2023/01/17/20230117-feracintrer-spinevision-fsn-r2234469-coronal-rod-
a cintrer frontal droit et gauche FRANCE benders-fr-final-version.pdf

Stents vasculaires couverts Covera
et Covera Plus

Becton Dickinson

https://ansm.sante.fr/uploads/2023/01/19/20230119-rlp-covera-becton.pdf

Pompe a perfusion (tubulure) —
Transfuseur Infusomat Space Line

B BRAUN

https://ansm.sante.fr/uploads/2023/01/19/20230119-rlp-transfuseur-b-bbraun.pdf



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18415
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18416
https://ansm.sante.fr/uploads/2023/01/17/20230117-mes-ventilateurflow-getinge.pdf
https://ansm.sante.fr/uploads/2023/01/17/20230117-renfortparietex-medtronic-fa1303-fsn-french-vf.pdf
https://ansm.sante.fr/uploads/2023/01/17/20230117-feracintrer-spinevision-fsn-r2234469-coronal-rod-benders-fr-final-version.pdf
https://ansm.sante.fr/uploads/2023/01/17/20230117-feracintrer-spinevision-fsn-r2234469-coronal-rod-benders-fr-final-version.pdf
https://ansm.sante.fr/uploads/2023/01/19/20230119-rlp-transfuseur-b-bbraun.pdf

MEDICAL DEVICES
RECALL AND SAFETY NOTICE 2023

MEDICAL DEVICE

MANUFACTURER

LINK

Prolongateurs — Original Perfusor
Line

B BRAUN

https://ansm.sante.fr/uploads/2023/01/19/20230119-rlp-perfusor-line-b-braun.pdf

Original Perfusor® Line

B Braun Medical
Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18418

Philips
Philips V680 Ventilator Healthcare https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18420
Airo TruCT Mobile CT Scanner Stryker https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18421

Cardiosave Hybrid Intra-Aortic
Balloon Pump (IABP) and
Cardiosave Rescue Intra-Aortic
Balloon Pump (IABP)

Datascope/Getin
ge

https://www.fda.gov/medical-devices/medical-device-recalls/datascopegetinge-recalls-cardiosave-hybrid-
and-rescue-intra-aortic-balloon-pumps-iabp-risk-blood-may?utm_medium=email&utm_source=govdelivery

LifeSPARC System

LivaNova

https://www.fda.gov/medical-devices/medical-device-recalls/livanova-tandemlife-adds-recall-lifesparc-
system-may-experience-unintentional-extended-pump-stops?utm_medium=email&utm_source=govdelivery

NovasStar plus and Nova Star TS

Draeger Medical
Systems Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18423



https://ansm.sante.fr/uploads/2023/01/19/20230119-rlp-perfusor-line-b-braun.pdf
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18418
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18420
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18421
https://www.fda.gov/medical-devices/medical-device-recalls/datascopegetinge-recalls-cardiosave-hybrid-and-rescue-intra-aortic-balloon-pumps-iabp-risk-blood-may?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/datascopegetinge-recalls-cardiosave-hybrid-and-rescue-intra-aortic-balloon-pumps-iabp-risk-blood-may?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/livanova-tandemlife-adds-recall-lifesparc-system-may-experience-unintentional-extended-pump-stops?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/livanova-tandemlife-adds-recall-lifesparc-system-may-experience-unintentional-extended-pump-stops?utm_medium=email&utm_source=govdelivery
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Philips
Philips V680 Ventilator Healthcare https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18428

Datascope Intra-Aortic Balloon

Pumps

MAQUET
Cardiovascular
LLC

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18429

BD Trucount™ Tubes

Becton
Dickinson & Co.
(BD)

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18433

a Vinci X/Xi SureForm 45 and
SureForm 60 Staplers

Intuitive Surgical
Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18435

Chargeur noir Tri-Staple™ MEDTRONIC https://ansm.sante.fr/uploads/2023/02/02/20230202-rlp-tri-staple-metronic.pdf
Transfuseur Infusomat Space Line |BRAUN https://ansm.sante.fr/uploads/2023/02/02/20230202-mes-infusomat-b-braun.pdf
Mahurkar Acute Dual Lumen

High Flow (13.5 French)

Hemodialysis Catheters MEDTRONIC https://content.govdelivery.com/accounts/USFDA/bulletins/345d13c



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18429
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18433
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18435
https://ansm.sante.fr/uploads/2023/02/02/20230202-rlp-tri-staple-metronic.pdf
https://content.govdelivery.com/accounts/USFDA/bulletins/345d13c
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Réactifs Advia Centaur Folate &

Atellica IM Folate SIEMENS https://ansm.sante.fr/uploads/2023/01/30/20230130-mes-reactifs-advia-siemens.pdf
LifeSPARC Extended Pump LivaNova https://content.govdelivery.com/accounts/USFDA/bulletins/3455c1c

BREAST IMPLANTS FRANCE https://ansm.sante.fr/uploads/2023/01/26/20230126-tableau-iem-maj-12-2022.pdf

Systéme d’embolisation
d’anévrisme

MICROVENTION

https://ansm.sante.fr/uploads/2023/01/25/20230125-rlp-wdc-web-microvention.pdf

TELEFLEX

Sondes d'intubation endotracheale MEDICAL https://ansm.sante.fr/uploads/2023/01/19/20230119-rlp-sondes-intubation-teleflex.pdf
https://www.fda.gov/medical-devices/safety-communications/update-certain-philips-respironics-ventilators-

Respironics ventilators Philips bipap-machines-and-cpap-machines-recalled-due?utm_medium=email&utm_source=govdelivery#mdr
AT-102 / AT-102 plus / AT-10 plus
/AT-104 PC / AT-104 PC ErgoSpiro
MS-2007 / MS-2010 / MS-2015 / CS-
200 / CS-200 ErgoSpiro Schiller AG https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=18436



https://ansm.sante.fr/uploads/2023/01/30/20230130-mes-reactifs-advia-siemens.pdf
https://www.fda.gov/medical-devices/safety-communications/update-certain-philips-respironics-ventilators-bipap-machines-and-cpap-machines-recalled-due?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/safety-communications/update-certain-philips-respironics-ventilators-bipap-machines-and-cpap-machines-recalled-due?utm_medium=email&utm_source=govdelivery
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FreeStyle Libre 2 Sensors

Abbott

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18438

Vivo 45, Vivo 45 LS Ventilators

BREAS Medical
AB

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18445

Grafton™ DBM

Medtronic
Sofamor Danek
USA

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18446

FreeStyle LibreLink App for Android

Abbott

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18447

Datascope Cardiosave Hybrid and
Rescue Intra-Aortic Balloon Pumps
(IABP)

Datascope Corp

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18451

MiniMed™ Paradigm™ Series and
MiniMed™ 508 Insulin Pumps

Medtronic SA

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18452

CardioMEMS Electronics Systems

Abbott

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18454



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18446
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18452
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18454
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CardioMEMS PA Sensor and

Delivery System/CardioMEMS

Hospital System Abbott https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18455

Denu-Tip / Oocyte Aspiration Needle

GYNEMED
GMBH & CO KG

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18456

Affinity Fusion Oxygenator
Temperature Monitoring Adapter
(TMA)

Medtronic Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18457

Les cartouches d’électrode
s M5071A pour adulte et M5072A

pour nourrisson/enfant PHILIPS https://ansm.sante.fr/uploads/2023/03/01/20230301-mes-smart-pads-heartstart-philips.pdf
Abbott Trifecta valves Abbott https://content.govdelivery.com/accounts/USFDA/bulletins/34afe42

FORMALINE 10% QPATH® 5ML IN

20CC POT. VWR https://content.govdelivery.com/accounts/USFDA/bulletins/34afe42

Réactifs Simplexa Covid-19 & Flu

A/B Direct & Simplexa Covid-19

Direct — DiaSorin DIASORIN https://ansm.sante.fr/uploads/2023/02/23/20230223-rlp-simplexa-diasorin.pdf



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18455
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18457
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Cartouche Flex® de réactif
Dimension® Tacrolimus (TAC)
Imprécision sur les lots GA2286,

GA3047 et GA3171 SIEMENS https://ansm.sante.fr/uploads/2023/02/14/20230214-r|p-tacrolimus-siemens.pdf
Berlin Heart

EXCOR Cannulae GmbH https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19681
HAMILTON

HAMILTON-C1/T1/MR1 Ventilators |[MEDICAL https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19689

Xper Flex Cardio Device used with
the Xper Flex Cardio

Physiomonitoring System and Philips |Philips Medical
Hemo System Systems https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19683

HeartWare™ Ventricular Assist
Device (HVAD™) System Medtronic SA https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19684

Stryker
Guider Softip™ XF Guide Catheter |Neurovascular |https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19687

Apical Coring Knife and HeartMate 3
LVAD Kits Abbott https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19691
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A SUBSET OF GALLANT™,

NEUTRINO™ NxT, AND

ENTRANT™ |[CDs AND CRT-Ds. Abbott https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19693
Mindray Bio-
medical

SV600/800 Mindray Ventilator

Electronics Co.,
Ltd,

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19694

Radical-7 Pulse CO-Oximeter
batteries

Masimo
Corporation

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19697

DESCOSEPT SPEZIAL

Dr. Schumacher
GmbH

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19698

https://www.fda.gov/medical-devices/safety-communications/risk-protection-failure-certain-om-halyard-

N95 respirators O&M Halyard surgical-n95-respirators-surgical-masks-and-pediatric?utm_medium=email&utm_source=govdelivery
Getinge/Maquet/ |https://www.fda.gov/medical-devices/letters-health-care-providers/update-risk-device-failures-getinges-
Intra-Aortic Balloon Pump (IABP) Datascope maquetdatascope-cardiosave-intra-aortic-balloon-pump-iabp?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/mallinckrodt-manufacturing-lic-recalls-one-way-
One-Way Valve, 22F x 22M Mallinckrodt valve-22f-x-22m-not-opening-properly?utm_medium=email&utm_source=govdelivery
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https://www.fda.gov/medical-devices/letters-health-care-providers/abbott-trifecta-valves-potential-risk-early-

Abbott Trifecta valves Abbott structural-valve-deterioration-letter-health-care?utm_medium=email&utm_source=govdelivery
Cardiosave Hybrid and Rescue Intra- |Datascope/Maqu |https://www.fda.gov/medical-devices/medical-device-recalls/datascopemaquetgetinge-recalls-cardiosave-
aortic Balloon Pumps (IABPs) et/Getinge hybrid-and-rescue-intra-aortic-balloon-pumps-iabps-pcba?utm_medium=email&utm_source=govdelivery
ultraviolet (UV) wand products that https://www.fda.gov/medical-devices/safety-communications/do-not-use-ultraviolet-uv-wands-give-unsafe-
may present a potential risk of injury. levels-radiation-fda-safety-communication?utm_medium=email&utm_source=govdelivery
Impella RP Flex with Smart Assist https://www.fda.gov/medical-devices/medical-device-recalls/abiomed-recalls-labeling-impella-rp-flex-
System Catheter Abiomed smartassist-risk-blood-clots?utm_medium=email&utm_source=govdelivery

Philips
Philips V680 Ventilator Healthcare https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19642
Contact lenses - Anesthesia [-CODI CO. LTD [https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19647

Portrait Wearable Pulse Oximetry
Sensors

GE Healthcare

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19650
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Carina Ventilator

Draeger Medical
Systems Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19651

Babyleo TN500 IncuWarmer

Draeger Medical
Systems Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19653

Drager Medical

Filter/HME TwinStar® Plus Systems Inc https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19654
OCULUS

Pentacam AXL (Type 70100) & Optikgerate

Pentacam AXL Wave (Type 70020) |GmbH. https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19655
W.L. Gore &

Gore tips set

Associates Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19657

HeartMate Touch™ Communication
System

Abbott..

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19660

Guider Softip™ 40XF and Guider
Softip™ MPXF Guide Catheter

Boston Scientific
Corp..

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19661
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PDS TM Il (polydioxanone) Suture,
PDS TM Plus Antibacterial
(polydioxanone) Suture Ethicon, Inc. https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19664

Bronchofiberscope,
Bronchovideoscope, Ultrasonic
Bronchofibervideoscope, Tracheal
Intubation Fiberscope, Tracheal
Intubation Videoscope, and Airway

Mobilescope Olympus https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19666

KNEE SCORPION Arthrex https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19668

Spaceplus Infusomat B Braun https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19669

Infusomat Space B Braun https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19670
Siemens

Over-ear headphones Healthcare https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19671
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https://www.fda.gov/medical-devices/medical-device-recalls/abbott-recalls-amplatzer-steerable-delivery-

Amplatzer Steerable Delivery Sheath [Abbott sheath-increased-risk-air-embolism?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/abiomed-recalls-all-impella-left-sided-blood-

Impella Left Sided Blood Pumps Abiomed pumps-risk-motor-damage-after-contact-transcatheter?utm_medium=email&utm_source=govdelivery

TruSignal sensors

GE HealthCare

https://www.fda.gov/medical-devices/medical-device-recalls/ge-healthcare-recalls-trusignal-spo2-sensors-
issues-may-reduce-defibrillation-energy-expose-patients?utm_medium=email&utm_source=govdelivery

Aperlan Poka-Yoke Agent A &
Aperlan Poka-Yoke Agent B

Getinge
Disinfection AB

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19636

Proclaim™ XR SCS and Proclaim™
Elite SCS System, Proclaim™ DRG
Neurostimulation System, Infinity™

DBS System Abbott https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19637

Cobalt XT, Cobalt, Crome ICDs and https://www.fda.gov/medical-devices/medical-device-recalls/medtronic-recalls-implantable-cardioverter-
CRT-Ds Medtronic defibrillators-icds-and-cardiac-resynchronization-therapy?utm_medium=email&utm_source=govdelivery
Claria MRI, Amplia MRI, Compia https://www.fda.gov/medical-devices/medical-device-recalls/medtronic-recalls-implantable-cardioverter-
MRI, Viva, Brava CRT-Ds Medtronic defibrillators-icds-and-cardiac-resynchronization-therapy?utm_medium=email&utm_source=govdelivery
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Visia AF, Visia AF MRI, Evera, Evera https://www.fda.gov/medical-devices/medical-device-recalls/medtronic-recalls-implantable-cardioverter-
MRI, Primo MRI, Mirro MRI ICDs Medtronic defibrillators-icds-and-cardiac-resynchronization-therapy?utm_medium=email&utm_source=govdelivery
NOxBOXi Nitric Oxide Delivery https://www.fda.gov/medical-devices/medical-device-recalls/noxbox-ltd-recalls-noxboxi-nitric-oxide-system-
Systems NOxBOX Ltd. manifold-failure-may-cause-gas-leaks-and-interrupt?utm_medium=email&utm_source=govdelivery

Oxylog 3000 Plus

Draeger Medical

https://www.fda.gov/medical-devices/medical-device-recalls/draeger-medical-recalls-oxylog-3000-plus-
emergency-and-transport-ventilators-risk-unexpected?utm_medium=email&utm_source=govdelivery

Alcon

Laboratories
Alcon Phaco Tips Inc... https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19620
PowerSpiral PSF-1 and associated
accessories DPST-1 and PSCU Olympus https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19624

Atrium Advanta V12 Covered Stent
System

Atrium Medical
Corporation

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19625

Zimmer® Periarticular Locking Plate
System, Distal Lateral Femoral Plate
— Right - 6 Holes — 159 mm Length

Zimmer Biomet.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19627
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Allen Advance Chest Support with Baxter
pad Healthcare https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19590

Datascope Cardiosave Hybrid and
Rescue Intra-Aortic Balloon Pumps
(IABP)

Getinge

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19592

Dr.Disinfectant Instrument Transport
Gel

Saudi Mais for
Medical Products

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19594

HF-Resection Electrode

Olympus

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19600

VERITAS Advanced Infusion and
Fluidics Packs

Johnson &
Johnson
Surgical Vision,
Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=19602

Durepair Dura Regeneration Matrix

Medtronic SA

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19603

Full Vision Treadmill —.(T2100-ST)

Full Vision Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19604
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NO-Therapy device NO-A (in
combination with ventilator Leoni
Plus)

EKU Elektronik
GmbH.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19572

Alinity ci-series System Control
Module (SCM)

Abbott

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19577

Oxylog 3000 plus

Draeger Medical
Systems Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=19578

Accu-Chek Solo diabetes manager

Roche Diabetes
Care GmbH

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19580

The Timeter Sure Grip Flowmeter

Allied Healthcare
Products Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19583

Ingenia Elition, SmartPath to Ingenia
Elition X, MR 7700 and ‘Upgrade to
MR 7700’ MR systems

Philips
Healthcare.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19585

TruSignal SpO2 Sensors

GE Healthcare

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19586




MEDICAL DEVICES

RECALL AND SAFETY NOTICE 2023

MEDICAL DEVICE MANUFACTURER LINK
MEGADYNE™ MEGA SOFT™ and [Megadyne
MEGA 2000 Reusable Patient Medical

Return Electrodes

Products Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19587

da Vinci Xi/X Tip-Up Fenestrated
Grasper

Intuitive Surgical
Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19588

https://www.fda.gov/medical-devices/medical-device-recalls/abiomed-recalls-specific-impella-55-
smartassist-purge-fluid-leaks-can-cause-pump-stop-and-

Impella 5.5 with SmartAssist Abiomed loss?utm_medium=email&utm_source=govdelivery

Quadrox Oxygenators and certain

Getinge/Maquet Venous Hardshell https://www.fda.gov/medical-devices/letters-health-care-providers/oxygenator-devices-used-extracorporeal-

Cardiotomy Reservoirs Getinge/Maquet [circulation-letter-health-care-providers?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/safety-communications/update-recommendations-certain-om-halyard-

surgical N95 respirators and masks |[O&M Halyard surgical-n95-respirators-surgical-masks-and-pediatric-face?utm medium=email&utm_source=govdelivery

Plum 360 Infusion System

ICU Medical, Inc

apps.tga.gov.au/Prod/sara/arn-detail.aspx?k=RC-2023-RN-00607-1

Olympus Flexible Endoscopes

Olympus
Medical Systems
Corp.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19729



https://www.fda.gov/medical-devices/letters-health-care-providers/oxygenator-devices-used-extracorporeal-circulation-letter-health-care-providers?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/letters-health-care-providers/oxygenator-devices-used-extracorporeal-circulation-letter-health-care-providers?utm_medium=email&utm_source=govdelivery
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TruWave Disposable Pressure
Transducer, FloTrac Sensors, Edwards

Acumen IQ Sensors

Lifesciences

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19730

SoClean2 and SoClean3

SoClean

https://www.fda.gov/medical-devices/safety-communications/voluntary-recall-soclean-equipment-intended-

use-cpap-devices-and-accessories-fda-safety?utm medium=email&utm source=govdelivery

VariSoft Infusion Sets

Unomedical A/S

https://www.fda.gov/medical-devices/medical-device-recalls/unomedical-recalls-varisoft-infusion-sets-due-

damage-connector-piece-causing-unexpected?utm medium=email&utm source=govdelivery

Guardian™ 4 Sensor

Medtronic
MiniMed

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19797

High Flow Insufflation Unit

Olympus
Medical Systems
Corp.

cmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19801

Trilogy Evo and Trilogy Evo O2
Ventilators

Respironics, Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19802

XenMatrix™ Surgical Graft

Becton
Dickinson & Co.
(BD)

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19804
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TJIF-Q190V/Q290V/Q170V
DUODENOSCOPE

Olympus
Corporation of
the Americas

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19806

SynchroMed™ I

Medtronic Inc.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19807

McGRATH™ MAC

Covidien LLC

https://www.fda.gov/medical-devices/medical-device-recalls/covidien-lic-recalls-mcgrath-mac-
video-laryngoscope-due-stolen-defective-products?utm medium=email&utm source=govdelivery

Cardinal Health Monoject

Cardinal Health

https://www.fda.gov/medical-devices/medical-device-recalls/cardinal-health-recalls-monoject-
disposable-syringes-incompatibilities-syringe-
pumps?utm medium=email&utm source=govdelivery

Baxter https://www.fda.gov/medical-devices/medical-device-recalls/baxter-healthcare-corporation-
Healthcare recalls-novume-ig-syringe-pump-potential-
Novum 1Q Syringe Pump Corporation underdosing?utm medium=email&utm source=govdelivery
Fresenius https://www.fda.gov/medical-devices/medical-device-recalls/fresenius-medical-care-recalls-
Sanxin Single Use Sterile Syringes  |Medical Care sanxin-single-use-syringes-leakages?utm medium=email&utm source=govdelivery
B. Braun

SeQuent® Please Neo

Melsungen AG

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19783



https://www.fda.gov/medical-devices/medical-device-recalls/covidien-llc-recalls-mcgrath-mac-video-laryngoscope-due-stolen-defective-products?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/covidien-llc-recalls-mcgrath-mac-video-laryngoscope-due-stolen-defective-products?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/cardinal-health-recalls-monoject-disposable-syringes-incompatibilities-syringe-pumps?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/cardinal-health-recalls-monoject-disposable-syringes-incompatibilities-syringe-pumps?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/cardinal-health-recalls-monoject-disposable-syringes-incompatibilities-syringe-pumps?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/baxter-healthcare-corporation-recalls-novum-iq-syringe-pump-potential-underdosing?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/baxter-healthcare-corporation-recalls-novum-iq-syringe-pump-potential-underdosing?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/baxter-healthcare-corporation-recalls-novum-iq-syringe-pump-potential-underdosing?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/fresenius-medical-care-recalls-sanxin-single-use-syringes-leakages?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/fresenius-medical-care-recalls-sanxin-single-use-syringes-leakages?utm_medium=email&utm_source=govdelivery
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19783
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Leica
HistoCore PEGASUS and HistoCore |Biosystems

Pegasus Plus

Nussloch GmBH

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19787"

Wilson Cook
Quantum TTC Biliary Balloon Dilators |Medical Inc https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19788
DEFIGARD Touch7 monitor and SCHILLER
defibrillator Medical SAS https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19791
STERIS
Surgical lighting system Corporation https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19793

Cardinal Health

Kangaroo Enteral Feeding Pump 200, LLC
Sets (Covidien) https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19795
Teleflex and https://www.fda.gov/medical-devices/medical-device-recalls/teleflex-and-arrow-international-
Pressure Injectable Central Venous |Arrow recall-pressure-injectable-catheter-kits-
Catheters International mislabeling?utm medium=email&utm_source=govdelivery

saline (0.9% sodium chloride) and
sterile water medical products

Nurse Assist,
LLC.

https://www.fda.gov/medical-devices/safety-communications/do-not-use-certain-brands-saline-
and-sterile-water-medical-products-nurse-assist-because-they-
may?utm medium=email&utm source=qgovdelivery



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19787'
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19788
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19791
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=15&rid=19793
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19795
https://www.fda.gov/medical-devices/medical-device-recalls/teleflex-and-arrow-international-recall-pressure-injectable-catheter-kits-mislabeling?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/teleflex-and-arrow-international-recall-pressure-injectable-catheter-kits-mislabeling?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/medical-device-recalls/teleflex-and-arrow-international-recall-pressure-injectable-catheter-kits-mislabeling?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/safety-communications/do-not-use-certain-brands-saline-and-sterile-water-medical-products-nurse-assist-because-they-may?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/safety-communications/do-not-use-certain-brands-saline-and-sterile-water-medical-products-nurse-assist-because-they-may?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/safety-communications/do-not-use-certain-brands-saline-and-sterile-water-medical-products-nurse-assist-because-they-may?utm_medium=email&utm_source=govdelivery

MEDICAL DEVICES
RECALL AND SAFETY NOTICE 2023

MEDICAL DEVICE MANUFACTURER LINK

EVIS EXERA IlI Olympus

GASTROINTESTINAL Corporation of

VIDEOSCOPE the Americas ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19768

Tracheostomy Care and Cleaning
Trays

Medline
Industries Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19770

NIM TriVantage EMG Endotracheal
Tube

Medtronic Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19777

The neonatal ventilator family
SOPHIE

Fritz Stephan
GmbH.

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19779

Implantable cardioverter defibrillators
(ICDs) and cardiac
resynchronization therapy
defibrillators (CRT-Ds)

Medtronic SA

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19781

A subset of Medtronic LINQ II™
Insertable Cardiac Monitoring
Systems (LNQ22)

Medtronic Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19782

High Flow Insufflation Unit

Olympus

https://www.fda.gov/medical-devices/medical-device-recalls/olympus-recalls-olympus-high-flow-insufflation-
unit-due-over-inflation?utm_medium=email&utm_source=govdelivery



https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19770
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19777
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19779
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19781
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19782

MEDICAL DEVICES
RECALL AND SAFETY NOTICE 2023

MEDICAL DEVICE MANUFACTURER LINK

Achieva 1.5T, Achieva 1.5T

Conversion, Ingenia 1.5T CX, Intera

1.5T, Intera 1.5T Power/Pulsar, Philips Medical

SmartPath to dStream for 1.5T Systems https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19753
Olympus

EVIS X1 VIDEO SYSTEM CENTER
OLYMPUS CV-1500

Corporation of
the Americas

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19756

Maquet SAS’ examination and
surgical lights put into service

MAQUET Inc

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19758

BRONCHOFIBERSCOPE,
BRONCHOVIDEOSCOPE

Olympus
Corporation of
the Americas

https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19759




