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Urgent Safety Notice Jale Aadlu 4

Recall of specific Model and Serial Numbers form
Endurant / Endurant Il 23mm and 25mm Bifurcated
Stent Graft Systems issued by Medtronic.

Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to bring
to your attention that Medtronic has Recall of specific
Model and Serial Numbers form the Endurant /
Endurant Il 23mm and 25mm Bifurcated Stent Graft
Systems that a specific subset of stent grafts has greater
susceptibility to fabric permeability variations that may
be associated with endoleaks observed during the initial
implant procedure. In order to avoid any problem,
Medtronic advised all users to Return all affected
products to them. There are no actions required for
patients already implanted.

The affected devices are:
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Endurant™ / Endurant Il ™ 23mm and 25mm Bifurcated Stent Graft Systems
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
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Serial numbers dludoal) ald )
ENBF2313C120EE ETBF2313C166EE
ENBF2313C145EE ETBF2316C124EE
ENBF2313C170EE ETBF2316C145EE
ENBF2316C145EE ETBF2316C166E
ENBF2316C170EE ETBF2316C166EE
ENBF2513C145EE ETBF2513C124EE
ENBF2513C170EE ETBF2513C145EE
ENBF2516C145EE ETBF2513C166EE
ENBF2516C170EE ETBF2516C124EE
ETBF2313C124E ETBF2516C145E
ETBF2313C124EE ETBF2516C145EE
ETBF2313C145EE ETBF2516C166E
ETBF2313C166E ETBF2516C166EE

For further information, please see the recall by sledi ) o g3 bY) o el glaall (a2l
Click Here. ey

You should be aware of the mentioned risks inthe g4 i) 5 iV 13 85 sSaall Hhlaallid o e 153685 of qua
notice and contact the Authorized Representative ) A oY1 ALY ) Jiad) s
for corrective action. i )

Medtronic Saudi Arabia Co. 40 gl A ) el g e A4

Quality and Regulatory Affairs dep. doaatil) ¢y gigdd) g B gal) 5000

Tel: +966 (11) 4048884 sl

Email: ksa.ra@medtronic.com 2 9 AT &yl

Please share this information with Healthcare éi.m & Opaitall xe il slaall 02a As jlia s p

Professionals in your facility.

Healthcare Professionals should report any adverse  duSe dila i e E3Y) daall 4o HlU Cpaiaall e oy
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devices above (or other Medical Devices) to: -G
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National Center for Medical Devices Reporting
(NCMDR Website).
Medical Devices Sector
Saudi Food and Drug Authority
Postal Address: Saudi Arabia - Saudi Food and Drug
Authority (3292)
North Ring Road - Al Nafal Unit (1)
Riyadh 13312 - 6288
Tel: +966 (11) 2038222 Ext: 2406 -2412 - 2430
Fax: +966 (11) 2757245
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10743
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10743
mailto:ksa.ra@medtronic.com
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx
http://ncmdr.sfda.gov.sa/Default.aspx

S sl 35,

Luball Slasiall 3 354081 7. clgﬂjlg clﬂf)ll é.Ql.D." é-l.&m-"
é Saudi Food & Drug Authority

National Center For Medical

Devices Reporting

For latest published Recalls/Alerts, please visit 500 o B sl el in¥) 5 <l sl AT e J sl
NCMDR website: G Kl s SN el

S i 3l 35l
Luslall Soladiall 3 3 g2y

Sincerely, ¢ ) alld aa
NCMDR Team National Center For Medical Ele Sl S e i

Devices Reporting

SG-1703-17-H 03/16/2017


http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx

