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Foreword

In 1989, ISO 594-1:1986 "Conical fittings with a 6 % (Luer) taper for syrings, needles and
certain other medical equipment - Part 1: General requirements" was submitted to the CEN
Primary Questionnaire procedure.

Following the positive result of the CEN/CS Proposal ISO 594-1:1986 was submitted to the
Formal Vote.

The result of the Formal Vote was positive.

This European Standard shall be given the status of a national standard, either by publication of
an identical text or by endorsement, at the latest by February 1994, and conflicting national
standards shall be withdrawn at the latest by February 1994.

According to the CEN/CENELEC Internal Regulations, the following countries are bound to
implement this European Standard: Austria, Belgium, Denmark, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland, United Kingdom.

Endorsement notice

The text of the International Standard ISO 594-1:1986 was approved by CEN as a European
Standard without any modification.
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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, govern-
mental and non-governmental, in liaison with ISO, also take part in the work.

Draft International Standards adopted by the technical committees are circulated to
the member bodies for approval before their acceptance as International Standards by
the ISO Council. They are approved in accordance with ISO procedures requiring at
least 75 % approval by the member bodies voting.

International Standard ISO 594/1 was prepared by Technical Committee ISO/TC 84,
Syringes for medical use and needles for injectiofs.

Together with ISO 594/2, it cancels and replaces ISO Recommandation R 594-1967, of
which it constitutes a technical revision.

Users should note that all International Standards undergo revision from time to time
and that any reference made herein to any other International Standard implies its
latest edition, unless otherwise stated.

© International Organization for Standardization, 1986 @

Printed in Switzerland



INTERNATIONAL STANDARD

1SO 594/1-1986 (E)

Conical fittings with a 6 % (Luer) taper for syringes,
needles and certain other medical equipment —

Part 1: General requirements

0 Introduction

In this revision of ISO/R 594 first published in 1967, the-oppor-
tunity has been taken to incorporate test methods for.gauging
and performance.

It should be noted that the annex does not form an integral part
of the standard.

ISO 594/2 deals with lock fittings.

1 Scope and field of application

This part of 1ISO 594 specifies requirements for conical fittings
with a 6 % (Luer) taper for use with hypodermic syringes and
needles and with certain other apparatus for medical use such
as transfusion and infusion sets.

It covers conical fittings made of rigid and of semi-rigid
materials and includes test methods for gauging and perfor-
mance. It excludes provision for more flexible or elastomeric
materials.

Figure 1 illustrates typical male 6 % (Luer) conical fitting (“’male
fitting’’) and female 6 % (Luer) conical fitting ("’female fitting”).

1) At present at the stage of draft.

NOTE — It is not practicable to define the characteristics of rigid or
semi-rigid materials with precision, but glass and metal may be con-
sidered. as typical rigid materials, By contrast, many plastic materials
may be regarded as semi-rigid although the wall thickness is an impor-
tant factor influencing the rigidity of a component.

2 References

1SO 594/2, Conical fittings with a 6 % (Luer) taper for syringes,
needles and certain other medical equipment — Part 2: Lock
fittings. 1)

ISO 7886, Sterile hypodermic syringes for single use.

3 Dimensions

The dimensions of male and female conical fittings shall be as
given in the table and as shown in figure 1.

A typical assembly of 6 % (Luer) conical fittings is shown in
figure 2.

The dimensions of the assembly shall be as given in the table.
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Dimensions in millimetres

Male 6 % (Luer) conical fitting (‘’male fitting’’)

R 0.5max.

or chamfer

Female 6 % (Luer) conical fitting (‘‘female fitting’’)

R 0,5 max

/ or chamfer
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Figure 1 — Typical 6 % (Luer) conical fi

ttings

(see the corresponding values in the table)

ANNNNN

N

M L N
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Figure 2 — Typical assembly of 6 % (Luer) conical fittings

(see the corresponding values in the ta

ble)
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Table — Dimensions of 6 % (Luer) conical fittings

Dimensions (mm)
Reference Designation rigid semi-rigid
material material
Basic min. | Minimum diameter of the end of the male conical fitting (reference diameter) 3,925 3,925
dimensions d{max. Maximum diameter at the end of the male conical fitting 3,990 4,027
min. | Minimum diameter at the opening of the female conical fitting 4,270 4,270
{max‘ Maximum diameter at the opening of the female conical fitting 4,315 4,315
E Minimum length of the male conical fitting 7,500 7,500
F Minimum depth of the female conical fitting 7,500 7,500
Other L* Minimum length of engagement 4,665 4,050
dimensions M* Tolerance for length of engagement of the female conical fitting 0,750 0,750
N* Tolerance for length of engagement of the male conical fitting : 1,083 1,700
R** max.| Radius of curvature 0,5 0,5

* Dimensions L, M and N are derived from the basic dimensions.

**  Or equivalent entry chamfer without any sharp corners.

4 Requirements

4.1 Gauging

When tested in accordance with 5.1, the conical fitting]shall
satisfy the requirements specified in 4.1.1 and '4.1.2.

4.1.1 The small end of the male conical fitting shall lie’between
the two limit planes of the gauge and the larger end. of the'tapered
portion shall extend beyond the datum plane of the‘gauge’

Rocking shall not be evident between the gauge and the fitting
made of rigid 1 material undergoing test.

4.1.2 The plane of the maximum diameter at the opening of
the female conical fitting shall lie between the two limit planes
of the gauge.

Rocking shall not be evident between the gauge and the fitting
made of rigid 1) material undergoing test.
4.2 Liquid leakage

There shall be no leakage sufficient to form a falling drop of
water under the test conditions described in 5.2.

The axis of the conical fitting under test shall be horizontal.

4.3 Air leakage

Continued formation of air bubbles shall not be evident under
the test conditions described in 5.3. Bubbles formed during the
first'5°s shall be ignored.

4.4 Separation force

The conical fitting under test shall remain attached to the test
fixture, under the test conditions described in 5.4.

4.5 Stress cracking

There shall be no evidence of stress cracking of the conical fit-
ting, under the test conditions described in 5.5.

NOTE — Materials used for conical fittings should be resistant to stress
cracking in environments likely to be encountered in use (for example
when in contact with alcohols).

1) The test for freedom from rocking may be found useful for evaluating semi-rigid fittings.



	‰M¿
˙ç×�˙·R-Öj¡VO/ó���Ł¡ŒYxû�–�íú�ä�˜˘Â…ˇàödyQıe,êxzOœ¹ïV(_�à�ÅÐá÷âÄ�;D�«�5æb®è°�úG‡†É3�

