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Class 2 Recall Back to Search Results
Myocardia| Heart Wires S R
Date po
i Octaber 29, 201, Information 0
Recall Numper 2-0165-2013
Product )
Myacardial Heart Wires Int
; ended for tem orary atri . .
during or after Cardiac s ; ST 'Y atrial and ventricy|ar Pacing and sensin
Cois s , urgery in conjunction With an external pyjse generator. ¢
nformation Model Number TME60S, Lot
s #C1-07
TMEG4S, Lot #C1- 7057 Model o 101 Mode| Number TMEB4S, Lot #C1-07056 Model Number
#C1.07111 Model Ny o umber TME64S, Lot #C1-07055 Model Number TMEE4s, | of
Model Number TMEB4S e[or%?“os;m Modes 2 Hodel Number TMEG4S, Lot 4017115
: i odel Number TMEG4S Lot #C1-071
TMESB4S, Lot #C1-07123 Model Number T \ 22 Model Number
; MES64S, Lot #C1-07124 Model Number TME64
#C1-07125 Model Number TMES4C, Lot #C1-07143 Model Number TME64S, Lot #C1-O7?'511-o’
Model Number TMEB4S-3, Lot #C1-07156 Model Number TMESS5S, Lot #C1-07174
Recalling Firm/ Oscor, Inc.
Manufacturer 3816 Desoto Boulevard
Palm Harbor, Florida 34683-161 8
For Additional Mia Doskocil
Information Contact 727-937-2511 Ext. 133
Reason for Oscor, Inc. in Palm Harbor, FL is recalling myocardial heart wires, models TMES60S, TME64S,
Recall TMEB4C, TMES4S-3, TME6SS, and TMESSS. The recall was initiated due to the spacing between
anchoring zig-zag to electrode is out of specification
i Oscor sent a customer notification letter dated July 25, 2012, to all affected customers. The letter
frction identified the product, the problem, and the action to be taken by the customer.pus}tomers were
instructed to send the listed models and lots in their inventory back to the recalling firm for
immediate replacement. They were also instructed to call Oscor Qustomer Sgrvuce_at 727-937-
2511 to obtain a Retum Goods Product (RGA) number. For questions regarding this recall call 727-
937-2511, ext. 133. s
Quantity in Commerce 1425 -
i Worldwide Distribution - USA including OR, FL, Al, TX, NM, CA, AL, PA, KY, IN, OH, and IL an
Jrrstribution internationally to Canada, Russia, and New Zealand
Links on this page: . ? =true&v=1528&username=~fdamain
1. http://www.addthis.com/bookmark.php us08
3. hetp://www.addthis.com/bookmark.php
3 http://www,fda,gov/defaulthtm
' i i default.htm
; .fda.gov/MedicalDevices/
i ’ i i DeviceRegulationandGuidance/Databases/default.htm
5. http://www.fda.gov/MedicalDevices/De
6. /scripts/cdrh/devicesatfda/index.cfm
7. ../cfPMN/pmn.cfm
8. ../cfRL/rl.cfm
9. ../cfMAUDE/TextSearch.cfm g \ N
10. ../cfRES/res.cfm -
11. ../cfPMA/pma.cfm
12. ../cfPCD/classification.cfm
13. ../cfStandards/search.cfm
14, ../cfCFR/CFRSearch.cfm
15. ../cfPCD_RH/classification.cfm 3
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