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Urgent Field Safety Notice

Urgent Field Safety Notice to the StrataMR Adjustable
Valves & Shunts by Medtronic.
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Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to bring to
your attention that Medtronic has issued Recall for
StrataMR Adjustable Valves & Shunts. These products may
experience a condition that may, in limited circumstances,
affect the flow resistance in the valve and result in
underdrainage of cerebrospinal fluid (CSF). The condition
can occur when the valve mechanism is adjusted to a
position that causes a higher than intended flow resistance.

The affected devices are:

Model numbers: 42955, 42965, 45905, 46955, 46960,
46965, and 46970
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For further information, please see the recall by Click sledi Yl oo Y o elaladll (e 2 5l

Here.
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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=10781
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10781
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=10781
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1- Identify and quarantine unused affected devices At e s il 3ealY) Je g aaas
2- Return all affected products to the )
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implanted in patients, see the valve adjustment
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You should be aware of the mentioned risks in the Jual gill 5 ez ) 138 (35 sSaal Hlalaallh A s e )53 5 O g
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corrective action.

Medtronic Saudi Arabia Co. A0 gl Ay ) el g ine 48 5
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Email: ksa.ra@medtronic.com A9 AT & )
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Professionals in your facility.
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devices above (or other Medical Devices) to: ‘S
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