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Association of Clinical Pathologists
BLWA Ltd. The Association of the Laboratory Supply Industry

N Tra; Sn, iy
British Blood Transfusion wCl%w'

British In Vitro Diagnostics Association
British Society for Antimicrobial Chemotherapy

Snoi olnos
British Ae'l:‘v for 1133“‘13{/\110:\7

Department of Health
Health and Safety Executive

7 Qo
Insitute of Biomedical Science

National Biological Standards Board
Public Health Laboratory Service
Royal College of Pathologists

This British Standard, having
been prepared under the
direction of the Health and
Environment Sector Board, was
published under the authority of
the Standards Board and comes
into effect on
15 May 1997
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National foreword

This British Standard has been prepared by Technical Committee CH/69, and is the

English |/|ns‘:‘ii7u?e version of BN 16;')8 : 1:1;1\) _R_ﬁl;iu’i’i'r"i’i'iﬁ'il.’x' for mark n?'i’i"u’)' Gl‘ in vitro
diagnostic instruments, publishe the European Committee for Standardization
(CEN).

Cross-references

Publication referred to Corresponding British Standard
EN 980 : 1996 BS EN 980 : 1997 Graphical symbols for use in the labelling

nan ads el Adonuian

l}' TILEL AU, QU LA Q’g

EN 61010-1 : 1993 BS EN 61010 Safety requirements for dlectrical equipment
Jor measurement, control and laboratory use
Part 1 : 1993 General requirements

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, pages i and ii, the EN
title page, pages 2 to 4, an inside back cover and a back cover.
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EUROPEAN STANDARD EN 1658
E[JROPAISCI']E | M December 1006

iCS 11.100

Descriptors: Medicine, diagnosis, bioassay, medical equipment, marking, specifications

English version
nk:(.]”"""l.'li'f" ments 1or mari _'"lg ‘f “LII'(‘) (‘l"lag‘ ONOSH I;IC |[ISI ruments
Exigences de marquage des instruments de Anforderungen an die Kennzeichnung von
diagnostic in vitro In-vitro-Diagnostika-Geriiten

This European Standard was approved by CEN on 1996-12-06. CEN members are
bound to comply with the CEN/CENELEC Internal Regulations which stipulate the

conditions for giving this European Standard the status of a national standard
without any alteration.

Up-to-date lists and bibliographical references concerning such national standards
may be obtained on application to the Central Secretariat or to any CEN mermber.

This European Standard exists in three official versions (English, French, German).
A version in any other language made by translation under the responsibility of a

CEN member into its own language and notified to the Central Secretariat has the
same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Denmark,
Finland, France, Germany, Greece, Iceland, Ireland, Italy, Luxembourg, Netherlands,
Norway, Portugal, Spain, Sweden, Smtzerland and United Kingdom.

*5* I

CEN

European Committee for Standardization
Comité Européen de Normalisation
Europiisches Komitee fiir Normung

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

© 1996 Copyright reserved to CEN members.
Ref. No. EN 1658 : 1996 E
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text or by endorsement at the latest by June 1997, and
conflicting national standards shall be withdrawn at

+tha latact her Taana 1007
UiIT IaitdL UY JUliT Looi.

According to the CEN/CENELEC Internal Regulations,
the national standards organizations of the following
countries are bound to implement this European

Sitandard: Angiria Reilginm Tenmaric H]nlﬂnﬂ Franco
AU AL W, £ AU MRy ASTAmIALILy Ao vatitide Ay L ildu ity & 2Ly

Germany, Greece, Iceland, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, Sweden,
Switzerland and the United Kingdom.
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in vitro dlagnostlc instruments. In ¢
electrical equipment for laboramry use the
requirements are additional to those specified in

- 10072
to 5.3 of EN 61010-1: 1993,

An easy to understand uniform marking of in vitro
diagnostic instruments is important for their safe and

correct handiing.
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2 Normative references

This European Standard incorporates, by date
undated reference, provisions from other publications.
These normative references are cited at the

wﬂm’ﬁf’;ﬁfﬁ ﬁ}ﬁn’:ﬁ in the text and the publications are
listed hereafter. For dated references, subsequent
amendments to or revisions of any of these
Ppublications apply to this European Standard only
when incorporated in it by amendment or revision. For
undated references the latest edition of the publication

referred to applies.

EN 980 Graphical symbols for use in the
labelling of medical devices

EN61010-1: 1993  Safety requirements for electrical
equipment for measurement,
control and laboratory use Part 1:
General requirements
(IEC 1010-1: 1990 + Al: 1992,
modified)

I-I..
=

3 Definitions
For the purposes of this standard, the following
definitions apply:

3.1 in vitro diagnostic instrument!)

Any instrument which, used alone or in combination
with other in vitro diagnostic medical devices, is
intended by the manufacturer wholly or mainly to be
used in vitro for the examination of substances derived
from the human body for the purpose of providing
information relevant to the detection, diagnosis,
monitoring or treatment of physiological states, states
of health or disease, or congenital abnormality.

NOTE. A particular in vitro diagnostic instrument, as defined for

use in human medicine, in some cases can serve also in veterinary
medicine.

3.2 markingl)
An inscription, in writing or as a graphical symbol,
permanently affixed to a product.

NOTE. Examples for inscriptions are manufacturer’s or
distributor’s trademark, model or type number, identification of
intended functions, supply voltage, particular warnings.

Page 3
EN 1658 : 1996

3.3 permanently affixed!)

hia weidhh o b1 1 o
Removable with a tool only or by unprecwunle force

and able to withstand the effects of temperature,

rubbing, solvents, reagents and vapours encountered
during normal use
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o
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1 1 of EN 61010-1 : 1993 applies with the following
addition:
The m_'?r‘"mrm"s shall not be on the bottom of th

A, T

ulauuuu-:m., CCpt

vhe orona
hand-held instrument. Operanng controls shall be
marked with their function.

f . JOUR, B,

Graphical symbols shall be in accordance with EN 980.
Languages shall be used in accordance with the
requlrements of the country(ies) in which the product
is distributed.

NOTE. Multilingual markings are recommended.
4.2 Identification

5.1.2 of EN 61010-1: 1993 applies with the following
addition:

- serial or lot number, and, if appropriate, date of
manufacture (CCYY-MM-DD );
- name of the distributor if appropriate.

4.3 Mains supply

5.1.3 of EN 61010-1 : 1993 applies.

4.4 Fuses
5.1.4 of EN 61010-1 : 1993 applies.

4.5 Measuring circuit terminals
5.1.5 of EN 61010-1 : 1993 applies.

4.6 Terminals and operating devices

5.1.6 of EN 61010-1 : 1993 applies with the deletion of
the following words in the first sentence:

‘Where necessary for safety’.

Add the following note to 5.1.6 f) of EN 61010-1 : 1993:

NOTE. In this context ‘device identification’ is interpreted as
‘switch identification’.

4.7 Instruments protected by double or
reinforced insulation

5.1.7 of EN 61010-1 : 1993 applies with the following
addition:

The marking shall be given on those parts of the
equipment which cannot be removed by users.

4.8 Battery charging and battery compartments

4.8.1 5.1.8 of EN 61010-1: 1993 applies with the
following addition:

The marking shall be given on those parts of the
equipment which cannot be removed by users.

1) Provisional statement, subject to revision depending upon future EU Directives and/or European Standards.

© BSI 1997
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4.8.2 The following information shall be marked in or
near the battery compartment:

AQ Yo wning awl-indgo

Z.0 vwarling MarKangs

FO LTI AININ T . 1000 asanliag

5.2 of EN 0101U-1 : 1990 appiies

4.10 Durability of markings

B2 Af TN RA1NTMLT - 1002 anniioe unifh tha following
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IEC 27-1: 1992 Letter symbols to be used in
electrical technology Part 1:
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Contract requirements
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Revisions
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British owuuauu.s are upaawea u_y amendment or revision. Users of DBri 1 Sla.ﬁud.[

should make sure that they possess the latest amendments or editions.
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wouid be grateful if anyone finding an inaccuracy or ambiguity while using this
British Standard would inform the Secretary of the responsible technical committee,
the identity of which can be found on the inside front cover. Tel: 0181 996 9000; Fax:

fiR1 GOA TARG
HIXT WU /74A1H1
VATl OOV i FTUU.

BSI offers members an individual updating service called PLUS which ensures that
subscribers automatically receive the latest editions of standards.

Buying standards

Orders for all BS], international and foreign standards publications should be
addressed to Customer Services, Sales Department at Chiswick: Tel: 0181 996 7000;

Fav- N1R1 QAR 7)1
L AAs UL

UL OUU i VUL,

In response to orders for international standards, it is BSI policy to supply the BSI
implementation of those that have been published as British Standards, unless
otherwise requested.

Information on standards

BSI provides a wide range of information on national, European and international
standards through its Library, the Standardline Database, the BSI Information
Technology Service (BITS) and its Technical Help to Exporters Service. Contact the
Information Department at Chiswick: Tel: 0181 996 7111; Fax: 0181 996 7048.

Subscribing members of BSI are kept up to date with standards developments and
receive substantial discounts on the purchase price of standards. For details of
these and other benefits contact Customer Services, Membership at Chiswick:

Tel: 0181 996 7002; Fax: 0181 996 7001.

Copyright

Copyright subsists in all BSI publications. BSI also holds the copyright, in the UK, of
the publications of the international standardization bodies. Except as permitted
under the Copyright, Designs and Patents Act 1988 no extract may be reproduced,
stored in a retrieval system or transmitted in any form or by any means - electronic,
photocopying, recording or otherwise — without prior written permission from BSL

This does not preclude the free use, in the course of implementing the standard, of
necessary details such as symbols, and size, type or grade designations. If these
details are to be used for any other purpose than implementation then the prior
written permission of BSI must be obtained.

If permission is granted, the terms may include royalty payments or a licensing
agreement. Details and advice can be obtained from the Copyright Manager, BSI,
389 Chiswick High Road, London W4 4AL.
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