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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 representegd on that committee. International organizations, governmental and non-governmental, in
liaison with 1SO, alsoAtake part in the work. ISO collaborates closely with the International Electrotechnical
Commission (IEC) on all )ters of electrotechnical standardization.

International Standards aregr’ﬁld in accordance with the rules given in the ISO/IEC Directives, Part 3.
The main task of technical com es is to prepare International Standards. Draft International Standards adopted

by the technical committees ar culated to the member bodies for voting. Publication as an International
Standard requires approval by at le 5 % of the member bodies casting a vote.

Attention is drawn to the possibility tha e of the elements of this International Standard may be the subject of
patent rights. ISO shall not be held respor‘@e for identifying any or all such patent rights.

ISO 19001 was prepared by Technical Com e ISO/TC 212, Clinical laboratory testing and in vitro diagnostic
test systems.
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Introduction

This International Standard relates to EN 375 and EN 376 and should be used in conjunction with these.

The use of reagents required for staining in biology as well as the specific examples of information supplied by the
manufacturer for four gtaining procedures as provided in annex A are based on a European consensus; they
constitute the sciefifigr justification for the requirements listed in clause 4. This information is to assist
manufacturers, supplié d vendors of dyes, stains, chromogenic reagents and other reagents used for staining
in biology in complying @lthe required specific product data.

04
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In vitro diagnostic medical devices — Information supplied by the
manufacturer with in vitro diagnostic reagents for staining in
biology

2.

1 Scope ¢

This International Standard ; ifies requirements for information supplied by the manufacturer with reagents used
in staining in biology. It appli€ producers, suppliers and vendors of dyes, stains, chromogenic reagents and
other reagents used for staining jn biology. The requirements for information supplied by the manufacturer
specified in this International Sta are a prerequisite for achieving comparable and reproducible results in all

fields of staining in biology. ®
.
®

The following normative documents contain prc?ions which, through reference in this text, constitute provisions of

this International Standard. For dated refere ce; subsequent amendments to, or revisions of, any of these

2 Normative references

publications do not apply. However, parties to a ents based on this International Standard are encouraged to
investigate the possibility of applying the most rec ditions of the normative documents indicated below. For
undated references, the latest edition of the norma Qcument referred to applies. Members of ISO and IEC
maintain registers of currently valid International Standam&

ISO 31-8, Quantities and units — Part 8: Physical chemistr, molecular physics
ISO 1000, S/ units and recommendations for the use of their r’%s and of certain other units
EN 375, Information supplied by the manufacturer with in vitro dia%c reagents for professional use

EN 376, Information supplied by the manufacturer with in vitro diagnost@;)?gents for self-testing

%

3 Terms and definitions ‘6

For the purposes of this International Standard, the following terms and definitioné%(

3.1 /-

information supplied by the manufacturer ; 8

all printed, written, graphic or other information annexed to, or accompanying an in vitro di@gnostic reagent
3.2

label

any printed, written or graphic information placed on a container

[EN 375]
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