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Foreword 
 
 
The text of ISO 8871-1:2003 has been prepared by Technical Committee ISO/TC 76 
"Transfusion, infusion and injection equipment for medical and pharmaceutical use" of the 
International Organization for Standardization (ISO) and has been taken over as EN ISO 8871-
1:2004 by CMC. 
 
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 March 2005, and conflicting national 
standards shall be withdrawn at the latest by March 2005. 
 
This document supersedes EN ISO 8871:1997. 
 
According to the CEN/CENELEC Internal Regulations, the national standards organizations of 
the following countries are bound to implement this European Standard: Austria, Belgium, 
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, 
Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, 
Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom. 
 
 

Endorsement notice 
 

The text of ISO 8871-1:2004 has been approved by CEN as EN ISO 8871-1:2004 without any 
modifications. 
 
NOTE  Normative references to International Standards are listed in annex ZA (normative). 
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Annex ZA  
(normative) 

 
Normative references to international publications 

with their relevant European publications 
 
 
This European Standard incorporates by dated or undated reference, provisions from other 
publications. These normative references are cited at the appropriate places in the text and the 
publications are listed hereafter. For dated references, subsequent amendments to or revisions of 
any of these publications 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 (including amendments). 
 
NOTE Where an International Publication has been modified by common modifications, indicated 
by (mod.), the relevant EN/HD applies. 
 
 
Publication 
 

Year Title EN Year 

ISO 8362-2 1988 Injection containers for injectables 
and accessories - Part 2: Closures 
for injection vials  
 

EN 28362-2 1993 
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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 8871-1 was prepared by Technical Committee ISO/TC 76, Transfusion, infusion and injection equipment 
for medical and pharmaceutical use. 

Together with the other parts (see below), this part of ISO 8871 cancels and replaces ISO 8871:1990, which 
has been technically revised. 

ISO 8871 consists of the following parts, under the general title Elastomeric parts for parenterals and for 
devices for pharmaceutical use: 

 Part 1: Extractables in aqueous autoclavates 

 Part 2: Identification and characterization 

 Part 3: Determination of released-particle count 

 Part 4: Biological requirements and test methods 

 Part 5: Functional requirements and testing 
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Introduction 

The elastomeric parts specified in the various parts of this International Standard are produced from a material 
which is usually called “rubber”. However, rubber is not a unique entity, since the composition of rubber 
materials may vary considerably. The base elastomer and the type of vulcanization have a major influence on 
the principle characteristics of an individual rubber material, as do additives such as fillers, softeners and 
pigments. These may have a significant effect on the overall properties. The effectiveness, purity, stability and 
safe handling of a drug preparation may be affected adversely during manufacture, storage and administration 
if the rubber part used has not been properly selected and validated (approved). 
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