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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International Standards is normally carried out through ISO technical
committees. Each member body interested in a subject for which a technical committee has been established has
the right to be represented on that committee. International organizations, governmental and non-governmental, in
liaison with ISO, also take part in the work. ISO collaborates closely with the International Electrotechnical

Commission |(IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical committees are circulated to the member hodies
Publication as an International Standard requires approval by at least 75 % of the member bodi€s casting

International |Standard 1SO 14972 was prepared by Technical Committee ISO/TC 84, Medical’devices for
Subcommittde SC 1, Syringes, needles and intravascular catheters for single use.

Annex A formis a normative part of this International Standard. Annex B is for information only.
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Sterile

obturators for single use with over-needle peripheral

intravascular catheters

1 Scope

This Inter
single use

NOTE

2 Norm

The follow
Internation

ational Standard specifies requirements for obturators, supplied in the sterile condition and
for plugging over-needle peripheral catheters.

Attention is drawn to ISO 10555-5, which specifies requirements for over-needle peripheral catheters.

htive references

ing standards contain provisions which, through reference<in ‘this text, constitute provi
al Standard. At the time of publication, the editions indicated were valid. All standards &

revision, and parties to agreements based on this International~Standard are encouraged to in

possibility
registers d

ISO 594-
equipmen

ISO 594-2
— Part 2:

3 Defini

For the pu

3.1
obturator
device des

See figure

of applying the most recent editions of the standards jndicated below. Members of IEC and
f currently valid International Standards.

1:1986, Conical fittings with a 6 % (Luer) taper for syringes, needles and certain 0
— Part 1: General requirements.

11998, Conical fittings with a 6 % (Luer)-taper for syringes, needles and certain other medid
| ock fittings.

fion

Frposes of this International Standard, the following definition applies.

igned to belinserted into an over-needle peripheral catheter to plug the lumen of the cathete

1.

intended for

sions of this
re subject to
estigate the
ISO maintain

ther medical

al equipment

4 Requi

rements

4.1 General

The obturator shall have been sterilized by a validated method and it shall comply with the requirements given in 4.2
to 4.10 in the sterile condition.

NOTE

See ISO 11134, 1ISO 11135 and ISO 11137 for appropriate methods of sterilization.
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1 Outside diameter 4 Luer fitting (lock fitting shown)
2 Tip 5 Obturator shaft
3 Effecfive length
Figure 1 — Example-of obturator
4.2 Biocompatibility

The obturato

NOTE Se

4.3 Surface

When exam
effective leng

The external
trauma to ve

4.4 Force 4

I shall be free from biological hazard:

b |SO 10993-1 for the selection ofappropriate test methods.

2]

th of the obturator'shaft shall appear free from extraneous matter.

5sels during use.

\t break

ned by normal or corrécted-to-normal vision with 2,5 x magnification, the external surface of the

surface and\the tip of the obturator shaft should be free from surface defects in order t¢ minimize

When tested
table 1.

fmaccordance-withthe-methodgivenimannex A, the-forceat breakof theobturatorshattbe

Table 1 — Force at break

as given in

Smallest outside diameter of obturator shaft Minimum force at break
mm N
>0,35<0,75 3
>0,75<1,15 5
>1,15<1,85 8
>1,85 12
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4.5 Luer fitting

The Luer fitting shall comply with ISO 594-1 or ISO 594-2.

4.6 Outside diameter

The outside diameter of the obturator shaft shall be compatible with the inside diameter of the over-needle
peripheral catheter(s) with which it is intended to be used in order to plug the lumen of the catheter.

4.7 Effective length

When the[obturator s futty mserted—imtotheover-needte peripheratcatheter, the tipof theobturator shall either
coincide with the tip of the catheter or shall extend from the tip of the catheter by no more than 3,0 mm.

4.8 Colopur code

The obturator shall be colour-coded with the colour code of the over-needle peripheral~catheter with which it is
intended he used.

The colouf code shall appear on the unit package unless the colour on the ‘product is visible thrqugh the unit
package.

4.9 Radip-detectability

It is recommended that obturators be radio-opaque. At present there is no acceptable, validated test method to
determine| radio-detectability. An approved test method for jproducing a value of radio-detectapility will be
establishef. Until that time, a manufacturer may label the:product ‘radio-opaque’ provided this glaim can be
supported|by demonstrating that the manufacturer has an appropriate method for showing radio-opacity.

4.10 Infgrmation to be supplied by the manufacturer

The manufacturer shall supply at least the information listed in a) to j). All dimensions given shall be expressed in Si
units of m¢asurements.

NOTE Units of other measurement systems may additionally be used.

a) Desprtion of the product.

b) Suitability for use with a specified over-needle peripheral catheter(s).

c) Namgq or trade name and address of manufacturer.

d) Lot designation:

e) Expiry date'or use by date.

f)  Any specialstorage and randting mstructions.

g) Indication of sterility.

h) Method of sterilization.

i) Indication for single use.

i) Instructions for use and warnings, as appropriate.
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(normative)

Method for determining force at break of the obturator

A.1 Principle

©1SO

Test pieces ¢f an obturator are chosen so that each obturator portion and each junction between the-obt

the Luer fitti
separates.
A.2 App3

A.2.1 Tensi

A.3 Proc

A.3.1 Selec
obturator and

A.3.2 Cond
(37 £ 2) °C fq

A.3.3 Fix th

g is tested. A tensile force is applied to each test piece until the obturator breaks or th

iratus

e testing apparatus , capable of exerting a force of greater than 15-N.

cdure

L a test piece from the obturator to be tested. Include’ in the test piece the junction bg
the Luer fitting.

tion the test pieces in an atmosphere of 1007% relative humidity or water and a temg
r 2 h. Test immediately after conditioning.

e test piece in the tensile testing apparatus (A.2.1). Use an appropriate fixture to avoid def

obturator or the Luer fitting.

A.3.4 Meas
apparatus o
appropriate).

A.3.5 Apply
test piece se

Note the val
force at brea

A.3.6 Do ng

Ure the gauge length of the.test piece (i.e. the distance between the jaws of the teng
the distance between the JLuer fitting and the jaw holding the other end of the test

a tensile strain at.unit’strain rate of 20 mm/min per millimetre of gauge length (see table A.
barates into two-er-more pieces.

e of the applied tensile force, in newtons, at which separation occurs, and record this v3
K.

t perform more than one test on each test piece.

urator and
e junction

tween the

erature of

brming the

ile testing
piece, as

1) until the

lue as the

Table A.1 — Example of conditions for a 20 mm/min/mm strain rate

Gauge length Testing speed
(mm) (mm/min)
10 200
20 400
25 500
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A.4 Testreport
The test report shall include the following information:
a) identity of the obturator;

b) the force at break, in newtons, and outside diameter of each test piece.
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