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Urgent Safety Notice Jale Aadlu 4

Recall For some lots from the S.M.A.R.T. Flex Vascular
Stent System issued by Cordis Corporation.
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Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to bring
to your attention that Cordis Corporation has issued
recall of some lots from the S.M.A.R.T. Flex Vascular
Stent System that based on complaints and subsequent
investigation, Cordis has determined that S.M.A.R.T. Flex
Vascular Stent System sizes 5x200mm and 6x200mm
(four total catalog numbers) have been associated with
an higher frequency of incidents of deployment
difficulty, compared to other sizes. In order to exclude
any risk for patients, return all affected product by
contacting your local sales representative. There are no

actions required for products already used.

The affected devices are:
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Cordis® S.M.A.R.T.® Flex Vascular Stent System sizes 5x200mm and 6x200mm
Catalog Numbers SF05200MV, SF05200SV, SF06200MV, and SF06200SV
All unexpired lots (Lot range 34469 through 39974)
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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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For further information, please see the recall by sledi ¥l oo g3 hY) 2 el agleall a2 5l
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You should be aware of the mentioned risks in the ~ Jaa gill s Jxid¥) 13 a5 5 Shall Hlaladdldyl jo e 15365 o) cuag
notice and contact the Authorized Representative il ol ¥ Al el Jied) ae
for corrective action.
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Mr. Mouayad Al- Hamwi [

Telephone: (011) 4771374 iy

Email: malhamwi@aralgosaibico.co A9 A &yl
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Please share this information with Healthcare aSiliie A i) ae o sleall 028 AS L o

Professionals in your facility.
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devices above (or other Medical Devices) to: ‘&
National Center for Medical Devices Reporting (NCMMIDR i . . . . . .

Website). (B sall Tl ) Agaal) cilaiial) g 8 5gaY) e il gl) S sall
Medical Devices Sector Lkl claiiall 53 3¢ ¢ Ui
Saudi Food and Drug Authority o) sall 5 ol3all Lalall Aiggl)

Postal Address: Saudi Arabia - Saudi Food and Drug
Authority (3292)
North Ring Road - Al Nafal Unit (1)
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Riyadh 13312 - 6288 YEV« o YEIY — YeoTalignd YaYAYYY (V) AV +aila
Tel: +966 (11) 2038222 Ext: 2406 -2412 - 2430 YYovy¢o (\ \) T4 Sl
Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit 30 (> b sdiall Cilelexiul) g &l pdaill AT e J gaall
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