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Device Classification Name catheter, urethral 
510(k) Number K031409
Device Name URINARY CATHETERS

Applicant
PROMEDIC, INC. 
6329 west waterview ct.
mccordsville,  IN  46055 950

Contact paul dryden
Regulation Number 876.5130

Classification Product Code GBM

Date Received 05/05/2003
Decision Date 06/17/2003
Decision substantially equivalent (SE)
Classification Advisory Committee Gastroenterology/Urology 
Review Advisory Committee Gastroenterology/Urology 
Statement/Summary/Purged Status Summary only 
Type Traditional 
Reviewed by Third Party No 
Expedited Review No 

Database Updated 03/06/2009 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=11710 (1 of 2)3/12/2009 3:04:05 PM

http://www.fda.gov/default.htm
http://www.fda.gov/cdrh/index.html
http://www.fda.gov/default.htm
http://www.hhs.gov/
http://www.fda.gov/default.htm
http://www.fda.gov/cdrh
http://www.fda.gov/search.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTopic/topicindex/topindx.cfm
http://fdacdrh.custhelp.com/cgi-bin/fdacdrh.cfg/php/enduser/std_alp.php
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
http://www.fda.gov/cdrh/mdr/mdr-file-general.html
http://www.fda.gov/cdrh/mdr/mdr-file-general.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/Search.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfAdvisory/search.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfAdvisory/search.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfAssem/assembler.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfGGP/Search.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
javascript: history.go(-1)
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?start_search=1&ProductCode=GBM
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?FR=876.5130
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?start_search=1&ProductCode=GBM


FDA > CDRH > 510(k) Premarket Notification Database Search

CDRH Home Page | CDRH A-Z Index | Contact CDRH | Accessibility | Disclaimer 
FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHS Home Page

Center for Devices and Radiological Health / CDRH

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=11710 (2 of 2)3/12/2009 3:04:05 PM

http://www.fda.gov/cdrh
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfTopic/topicindex/topindx.cfm
http://www.fda.gov/cdrh/comment4.html
http://www.hhs.gov/Accessibility.html
http://www.fda.gov/cdrh/disclaim.html
http://www.fda.gov/default.htm
http://www.fda.gov/search.html
http://www.fda.gov/opacom/hpchoice.html
http://www.fda.gov/comments.html
http://www.hhs.gov/

	fda.gov
	FDA > CDRH > 510(k) Premarket Notification Database Search


