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;E\STI STANDARDI EESSONA NATIONAL FOREWORD

v Eesti standard EVS-EN ISO This Estonian standard EVS-EN ISO
99 sisaldab Euroopa standardi EN | 6009:1999 consists of the English text of
ISO

9 1994 ingliskeelset teksti. the European standard EN ISO
6009:1994.
Kaesolev@ ment on joustatud This document is endorsed on 12.12.1999
12.12.1999 é le kohta on avaldatud with the notification being published in the
teade Eesti s rdiorganisatsiooni official publication of the Estonian national

ametlikus valja standardisation organisation.

Standard on kattes
standardiorganisatsi

v Eesti The standard is available from Estonian
i standardisation organisation.

*
Kasitlusala: ¢ Scope:
Standard kehtestab vérvuskﬁsa'
Uhekordselt kasutatavate naha eks
susteteks m&eldud ndelte, millé®l
valisdiameeter jaéb vahemikku 0,3
mm, identifitseerimiseks. Standa
kohaldatav normaalpaksusega, 6huk ®
ja ulibhukese seinaga ndeltele ning p
I&bipaistmatutele ja poollabipaistvatele Z» .
varvidele.

ICS 11.040.20 Q/

Votmesonad: identifitseerimismeetodid, meditsiiniaparatuur, nahaa@s sUsteteks
mdeldud ndelad, varvuskoodid, varvusmarkeering 5
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EUROPEAN STANDARD EN ISO 6009
NORME EUROPEENNE
EUROPAISCHE NORM July 1994

UDC 615.473.2:62-777.6
D iptars: Medical equipment, hypodermic needle, single-use article, colour code.
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(p English version
% Hypodermic needles for single use

Colour coding for identification

: (ISO 6009:1992)

Aiguilles ermigues non Medizinische Einmalkaniilen;
réutilisablegs e de couleurs pour Farbcodierung zur ldentifizierung
Iidentificati O 6009:1992) (1ISO 6009:1992)

23

This European Stand s approved by CEN on 1994-07-27 and is identical to the ISO
Standard as referred

CEN members are bound to, ly with the CEN/CENELEC Internal Regulations which stipu-
late the conditions for givin European Standard the status of a national standard without

any alteration.

Up-to-date lists and bibliogra@ erences concerning such national standards may be
obtained on application to the Cen cretariat or to any CEN member.

This European Standard exists in thre | versions (English, French, German). A version in
any other language made by translation uéthe responsibility of a CEN member into its own
language and notified to the Central Sec jat has the same status as the official versions.

CEN members are the national standards bod@ Austria, Belgium, Denmark, Finland, France,

Germany, Greece, lceland, Ireland, Italy, Lux rg, Netherlands, Norway, Portugal, Spain,
Sweden, Switzerland and United Kingdom.
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European Committee for Standardization 6
Comité Européen de Normalisation

Europaisches Komitee fir Normung @

Central Secretariat: rue de Stassart 36, B-1050 Brussels
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Foreword

International Standard

ISO 6009:1992 Hypodermic needles for single use; colour coding for identification

has been taken over by Technical Committee CEN/TC 205 ‘Non-active medical devices’ from the work of ISO/TC 84 ‘Medical
devices for injections’ of the International Organization for Standardization.

This Euro ndard shall be given the status of a national standard, either by publication of an identical text or by
endorsemen c‘onflicting national standards withdrawn, by January 1995 at the latest.

) the CEN/CENELEC Internal Regulations, the following countries are bound to implement this European

Standard: @
Austria, Belgium, Denmark, Finland, France, Germany, Greece, Iceland, Irefand, Italy, Luxembourg, Netherlands, Norway,

Portugal, Spain, Swwitzerland and United Kingdom.

Endorsement noti
The text of the Internationa%rd ISO 6009:1992 was approved by CEN as a European Standard without any modifica-

tion.
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Introduction

The intention of this International Standard is to specify colours to en-

able rapid visual identification of the outside diameter of single-use

hypodermic needles. The presence of colour coding on a needle or

g@e does not absoive the user of the responsibility to check the
rked size of the needle.

{ransp form, and the colour code is equally applicable to normal-
walled, thin-walled and exira-thin-walled needles. The nominal outside
diameters dles listed in this International Standard for which col-
ours are gi e those specified in 1SO 9626. This does not imply that
hypodermic les of all the listed nominal outside diameters are

currently manu @ed.

This International(giandard establishes a colour code but does not
specify that needle to be colour-coded or to what portion of the
needle and/or packagi e colour is to be applied. Such requiremenis
may be given in the rel product standards such as 1SO 7864.

The% used to code needles may be applied in either opaque or

The Technical Commitlee nsible for the preparation of this Inter-
national Standard has revie he use of instrumentally determined
colour zones (chromaticity afd luminance index) as used in previous
editions to specify opaque colow{ and has decided that instrumental
measurement is not practicable.g? measurement of the colour zone
of an opague colour, especially ofan item of the size and shape of the
hub of a needle, is a complex procée requiring apparatus and ex-
pertise that is to be found in relatively¥few laboratories and test houses.

It may therefore be inconvenient, difficu impossible for a manufac-
turer or purchaser routinely to asses iance of a product with
o)

colour zone values. Such difficulties are unded in the case of
transiucent colours, which are being use reasingly by needle
manufacturers to allow air bubbles inside the be seen and elim-
inated before injection. / :

As a consequence, the colours in this Internationa dard are speci-

fied by name, accepting that this inevitably introduce ertain amount
of subjectivity in the assessment of compliance. This jectivity may
be minimized by viewing the hubs under controlled lighti onditions
(e.g. “daylight” (Dgs) illumination at 1 000 Ix to 1 500 Ix) the use
of assessors of medically-demonstrated correct colour v:s@ Visual

comparison of the colour of a product with a reference colou le is
simple and quick, and is therefore a useful routine method o uct
assessment. Accordingly, reference colour samples have been e

available. These take the form of sets of needle hubs of colours
plying with this International Standard. Details are given in annex B a
it should be noted that only those diameters of needle currently havi
coloured hubs are included (i.e. 0,3 mm to 1,2 mm hominal outside di-
ameter). It is expected that the range of diameters included in the ref-
erence colour samples will be extended in due course.
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