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Surgical instruments, implant impactor, Dorado Straight Impactor
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- Trade Mark: SpineFrontier inc
- Local Representative:
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1 - Surgical instruments, implant impactor, Dorado Straight Impactor
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Dorade Stiaight Impactor

June C6. 2013
2-1482-2013

Straight impactor - Dorado IBC, Part Number: $102140. The device is used to
position implantz after they have been inserted into the disc space during
implantation of intervertebral body fusion devices

Lot number: 20856
SpineFrenier, Inc.

500 Cummings Cir Ste 3500
Beverly, Viassachusetts 01915-6516

Nicole Eaginski
978-232-3990

During two separate occasions an impactor plate on the handle broke off while being
struck by a mallet.

Firm states they notified consignees of recall between 5/10/08 and 5/22/2008. Zero
produc’ ‘< currently in distribution.
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Distribution MA, TX, CO, Jamasica.

Links on this page:
1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php

3. http://www.fda.gov/default.htm

4. http://www.fda.gov/MedicalDevices/default.htm

5. http://www.fda.gov/MedicalDevices/DeviceRagulationandGuidance/Databases/default.htm

satfda/index.cfm

6. /scripts/cdrh/devic
7. o fcfPMN/pmin.chin
8. ../cfRL/rl.cfm
9. . /cfMAUDE/TextSearch.cfm
10. .. /cfRES/res.cfm
11, /efPMA/pma.cfm
12. .. /cfPCD/classification.cfm
13, ../cfStandards/search.cfm
14. .. /cfCFR/CFRSearch.ciim
15. .. /cfPCD_RH/classification.cfm
16, ../cfAssem/assembler.cfm
17. ../Medsun/searchReportText.cfin
18. ./cfClia/Search.cfm
195 L IefERLC feple chim

elateditems.cfm?page_title=medical%20device%

Yo

ty/recaliscorrectionsremovais/listofrecalls/default. htm&item2_text=fda%
vww. fda.gov/safety/recalls/enforcementreports/default.htm

20, hitp://www.accessdata.fda.gov/s ts/cdrh/cfdocs/r
20recalls&item1 _text=medical%20device%20rec
20&item1_url=www.fda.gov/medicaldevic
20enforcement%20report%20index&iter

Page Last Updated: 06/28/2013
Note: If you need help accessing information in differen
Accessibility Contact FDA Careers FDA Basics FOIA No

rmats, see Instructions for Downloading Viewers and Players.
Fear Act Site Map Transparency Website Policies

U.5. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

http://www.accessdata.fda.gov/scripis/cc «woes/ciRES/res.cfm?id=117590 7/1/2013




