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Foreword 

This document (EN ISO 19001:2013) has been prepared by Technical Committee ISO/TC 212 "Clinical 
laboratory testing and in vitro diagnostic test systems" in collaboration with Technical Committee CEN/TC 140 
“In vitro diagnostic medical devices” the secretariat of which is held by DIN. 

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 September 2013, and conflicting national standards shall be 
withdrawn at the latest by March 2016. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

This document supersedes EN 12376:1999. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom. 

Endorsement notice 

The text of ISO 19001:2013 has been approved by CEN as EN ISO 19001:2013 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, 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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International 
Standards adopted by the technical committees are circulated to the member bodies for voting. 
Publication as an International Standard requires approval by at least 75 % of the member bodies 
casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights.

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

This second edition cancels and replaces the first edition (ISO 19001:2002), which has been 
technically revised.

 

iv © ISO 2013 – All rights reserved

SIST EN ISO 19001:2013

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN ISO 19001:2013
https://standards.iteh.ai/catalog/standards/sist/356ef078-9b70-4437-8dd9-

8ec74dd07ebb/sist-en-iso-19001-2013



 

ISO 19001:2013(E)

Introduction

This International Standard relates to ISO 18113-1 and ISO 18113-2, which can be used in conjunction 
with it.

The use of reagents required for staining in biology as well as the specific examples of information supplied 
by the manufacturer for two staining procedures as provided in Annex A are based on a European consensus; 
they constitute the scientific justification for the requirements listed in Clause 4. This information is 
intended to assist manufacturers, suppliers and vendors of dyes, stains, chromogenic reagents and other 
reagents used for staining in biology in complying with the required specific product data.
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