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COMMERCIAL ITEM DESCRIPTION
NEPHROSTOMY SET, PERCUTANEQUES, 10 F: Fagtaal Catheter

The General Services Administration has authorized
the use of this Commercial Item Description.

This Commercial Item Description covers & sterile, disposable,
percutaneous pigteail nephrostomy set.

Salient cheracteristics:
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Material. The pigtail catheter shall be fabricatea from
polyurethane. The dilators shall be fabricated from
polyethylene. The tubing and stopcock shall be fabriceted
from transparent polyvinyl chloride. The disc shall be
fabricated from silicone. The needles and stvlets shall be
fabricated from Class 3 stainless steel in accocrdance with
American Society for Testing and Materials (ASTM) F888. The
guide wire shall be fabricated from polytetrafluorethylene
coated stainless steel. The plastic shall meet the
requirements of the United States Pharmacopeia (USP) for
Class II plastics.

Stvle, desiagn and dimensions. The nephrostomy set shail

consist of the following:

One radiopaque 10 French pigtail catheter with saix
sideports. The catheter shall be 30 cm (11.8 inches) + 2.5
cm (1 inch) long.

One size 14 French connecting tube 30 cm (11.8 inches) + 2.5
cm (1 inch) long with integrel drainage bag connector

One - one way stopcock.
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Six radiopaque dilators sizes 6,7,8,9,10 and 12 French. The
dilators shall be 20 em (7 9 inches) + 2.5 cm (1 inch) long
One 18 gauge and one 22 gauge needle Each needle shall be

200 cm (7 9 inches) # 2 5 cm (1 ainch}) long and shall be
supplied with a stylet

One retention cisc wat! pull tie

One guide wire The guide wi.re shall be 80 cm (31.5 inches)
+ 5 cm (2 inches) long with a 3 mm (C.12 :nch) # 0 5 mm
(0.02 inch) J-style safety tip. Tne wire shall have a 0 &7

mm (0.038 anch) = 0 09 mm (0.003 inch) ciameter.

The catheter, tubing ana dilaters shall be radiopague .n
accordance with ASTM F640

Non-toxrc anc pyvrogen-iree The nephrostomy set shall be
non-toxic anc pvrogen-free when testea in accoraance with
the United States Pharmacopera (USP).

Sterility The nephrostomy set shall be tested for
sterility an accordance with tne USP or the Assoc.ation for
the Advancement of Medical Instrumentation (AANMI)
regquirements Sterility essurance level shall be 0 0001

Workmanship. The nephrostomy set shall be free from defects
which detract from 1ts appearance or impair its
serviceabilaty.

Unit Each (E4). One nepnrostomy set, together with
detailed directions for use, as specified, constitutes one
unit. The nephrostomy set shall pe supplied 1n a sealed
peel-open package capaple of maintaining sterility of the
contents unless package 1s aamaged or opened.

QUALITY ASSURANCE PROVISIONS.

Responsibilitv for inspection Unless otherwise specified
in the contract or purchase oraer, the contractor 1s responsible
for the performance of all inspection reguirements as specif:ied
nerein. Except as otherwise spec.fiecd in tne contract or
purchase order, the contractor may use his own or any facilities
sultable for the performance of the inspection requirements
specified herein, unless disapproved by the Government. The
Government reserves the right to perform any of the inspections
set forth in the specification where such 1inspections are deemed
necessary to assure supplies and services conform to prescribed
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Records, Records of examinations and tests performed by or
for the contractor shall be maintained by the contractor and made
available to the Government upon request, at any time, or from
time to time, duraing the performance of the contract and for a
period of three years after delivery of the supplies to which
such records relate.

Inspection. Inspection, as used here.n, 1s defined as both
examination (such as visual or auditory investigation without the
use of special laboratory appliances or procedures) and testing
(determination by technical means of physical and chemical
properties) of the item.

Examination. Examination shall be conducted to determine
compliance with specification reguirements.

Sampling for examination Sampling for examinataion shall be
conducted in accorcance with MIL-STD-105 and as specified. Unit
of product for examination purposes shall be one nephrostomy set
as specified. Sampling shall be inspection level II with an
Acceptable Quality Level (AQL) of 1.C.

Tests. Tests shall be conducted to determine compliance
with specification reguirements. Where feasible, the same sample
shall be used for the determination of two Or more test
characteristics.

Sampling for tests. Sampling for tests shall be conducted
in accordance with MIL-STD-105 ana as specified. Unit of product
for test purposes shall be one nephrostomy set. Sampling shall
be inspection level $-2 with and AQL of 1.0. -

Contractor certification. The contractor shall certify and
maintain substantiating evidence that the product offered meets
the salient characteraistics of this Commercial Item Descriptiorn,
and that the product conforms to the producers’ own drawings,
specifications, standards, and quality assurance practices. The
government reserves the right to require proof of such
conformance prior te first delivery and thereafter as may be
otherwise provided for under the provisions of the contract.

Metraic products. Products manufactured to metric dimensions will
be considered on an equal basis with those manufactured using
inch-pound units, providing they fall within the tolerances
specified using conversion tables contained in the latest
revision of Federal Standard No. 376, and all other reguirements
of this document are met.
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If a product is manufactured to metric dimensions and those
dimensions exceed the tolerances specified in the inch/pound
units, a request should be made to the contracting officer to
determine 1if the product 1is acceptable

The contracting officer has the option of accepting or rejecting
the product.

Reguletoryv reguirements

Federal Fooa, Drug, and Cosmetic Act. If tne product
covered by this document has been determined by the U.S. Food and
Drug Adminaistration to be under 1ts jurisdiction, the
offercr/contractor shall comply, and be responsible for
compliance by its subcontractors/suppliers, viith the requirements
0of the Federal Food, Drug, and Cosmetic AcCt, as amenaed, and
reguleations promulgetec tnereunaer. In addit:ion, the
offeror/contractor shall comply, and be responsible for
compliance by i1ts subcontractors/suppliers, witn the reguirements
of all cother appl:ceble Feaeral, S:tate, anc local statutes,
ordinances, and regulations

Recovered materialis., The cfferor/contractor .1s encouragea to
use recovered material in accordance with Federal Acguisition
Regulation Subpart 23.4 to the maximum extent practical.

Preservatior, packaging, packing, labeling, anc marking  Unless
otherwise specified, preservation, packaging, and packing shall
be to a aegree of protection to preclude damage to containers
and/or contents thereof under normal shipping conditions,
handling, etc , involving shipment from the supply source to the
receiving activity, plus reshipment from receiving activity, and
shall conform to applicable carrier’s rules and regulations.
Intermediate and exterior package guantities and labeling and
marking sheall be as specified 1n the contract and/or order.

Ordering data Intermediate/exterior package guant:ties and
labeling and marking must be specified in the contract and/or
order.

NOTE: The following Nationeal Stock Number anc 1ts respective
Item Iaentification 1s covered by this document:

NATIONAL STOCK NUMBER ITEM IDENTIFICATION

6515-01-189-7073 NEPHROSTOMY SET, PERCUTANEOUS, 10
Fr. Pigtail Catheter, Six Dilators
Two 20 cm needles, Sterile,
DNoeporablc
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MILITARY INTERESTS:

Custodians:

Army-MD
Navy-MS
Arlr Force-03

A-A-54999

PREPARING ACTIVITY:
DoD-MB
Agent:

LA-DM

CIVIL AGENCY COORDINATING ACTIVITIES:

VA-08S
USPHS
FDA-MPQAS

Project No 6515-5747
Location: ‘\word\mark \NEPH{mab)
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