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OEX 2 i lar Catheter Sheath Int 870.1340
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of the regulation Total Product Life Cycle (TPLC)  TPLC Product Code Report
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-R I this B ICERBTE,.5130]
description
carefully to make TITLE FOOD AND DRUGS

3 LE 21==F L+
suméh‘.s FDA CHAPTER T--FOOD AMD DRUG AOMTNISTRATION
reﬁ'l ; nm DEPARTIMENT COF HEALTH AND HUMAN SEBRVICES
describes your SUBCHAPTER H--MEDICAL DEVICES
product. J¢ -~ GASTROENTEROLOGY-UROLOGY DEVICES

Subpart F——Therapeutic Devices

=z, B76.,5130 Urological cathecer and accessoriss.

{a)identification. A urological catheter and accessones 15 a flexible tubular device that is inserted
through the urethra and used to pass fluids to or from the unnary ract. This genenc type of device
includes radiopaque urological catheters, ureteral catheters, urethral catheters, coudecatheters,
balloon retantion type cathetars, straight cathaters, upper ufinary tract catheters, double lumean
female urethrographic catheters, disposable ureteral catheters, male urethrographic catheters, and
urological catheter accessones moluding ureteral catheter stylets, wrateral catheter adapter =
ureteral catheter holders, ureteral catheter stylets, ureteral catheterization trays, and the g Your dE"ﬂC'E
urological irrigation tray {for urological use). classification is

(bClassification. {1) Class 11 {performance standards). -é confirmed here.
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