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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

Käesolev Eesti standard EVS-EN ISO 
8871:1999 sisaldab Euroopa standardi EN ISO 
8871:1997+A1:1999 ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 8871:1999 
consists of the English text of the European 
standard EN ISO 8871:1997+A1:1999. 

 
Standard on kinnitatud Eesti Standardikeskuse 
12.12.1999 käskkirjaga ja jõustub sellekohase 
teate avaldamisel EVS Teatajas.  
 
 
 
Euroopa standardimisorganisatsioonide poolt 
rahvuslikele liikmetele Euroopa standardi teksti 
kättesaadavaks tegemise kuupäev on . 
 

 
This standard is ratified with the order of 
Estonian Centre for Standardisation dated 
12.12.1999 and is endorsed with the notification 
published in the official bulletin of the Estonian 
national standardisation organisation. 
 
Date of Availability of the European standard text 
. 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

The standard is available from Estonian 
standardisation organisation. 

ICS 11.040.20 

 

Võtmesõnad: kummitooted, ladu, meditsiiniaparatuur, märgistus, pakkimine, parenteraalse 
infusiooni seadmestik, tehnilised andmed, testimine, 

 

Standardite reprodutseerimis- ja levitamisõigus kuulub Eesti Standardikeskusele 

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse süsteemi või edastamine ükskõik millises vormis või 
millisel teel on keelatud ilma Eesti Standardikeskuse poolt antud kirjaliku loata. 
 
Kui Teil on küsimusi standardite autorikaitse kohta, palun võtke ühendust Eesti Standardikeskusega: 
Aru 10 Tallinn 10317 Eesti;  www.evs.ee;  Telefon: 605 5050;  E-post: info@evs.ee  
 
Right to reproduce and distribute belongs to the Estonian Centre for Standardisation 
 
No part of this publication may be reproduced or utilized in any form or by any means, electronic or mechanical,  including 
photocopying, without permission in writing from Estonian Centre for Standardisation. 
 
If you have any questions about standards copyright, please contact Estonian Centre for Standardisation: 
Aru str 10 Tallinn 10317 Estonia; www.evs.ee; Phone: 605 5050; E-mail: info@evs.ee 
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EUROPEAN STANDARD

NORME EUROPEENNE

EUROPAISCHE NORM

EN fSO 8871

Juty 1997

rcs't1.040.20

Descriptors: see ISO document

Supersedes EN 28871 :1993

English version

Elastomeric parts for aqueous parenteral
preparations (lSO 8871:19901

E[6ments en 6tastomdre pour pr6parations
aqueuses parent6rales ( IS0 8871 :1990)

Elastomere Tei te fOr w6ssrige parenterate
Zubereitungen ( lS0 8871 : 1990)

This European Stardard ras approved by CEN on 1997-06-19. CEN members are bound to corpty r{ith the CEN/CENELEC Internal
Regutations rhich stiprl.ate the conditions for giving this European Standard the status of a national, standard rithout
any atteration.

Up-to-date lists and bibl,iographical references concerning such nationat stEndards may be obtained on apptication to
the Central Secretariat or to any CEN rnenber.

The European Standards exist in three officiat versions (English, French, German). A version in any other language
made by translation under the responsibitity of a CEN npnber into its ol,n language and notified to the Central
Secretariat has the sane status as the official versions.

CEN relbers are the national standards bodies of Austria, Betgiun, Czech Rep,rbtic, Dermark, Fintand, France, Germany,
Greece, Icetand, Ireland, Itaty, Luxembourg, Nethertands, Norray, Portugat, Spain, Sreden, Snitzertand ard United
Kingdom.

CEN

European Comittee for Standardization
Comit6 Europ6en de Normalisation
Europdisches Konitee fiir Norrnng

Central Secretariat: n.G de St6sart,il6 8-1050 Brussels

@ 1997 CEN - Att rights of exploitation in any form and by any means reserved Hortdlide for CEN national
l'lelbens' 

Ref . No. EN Iso E'71z1',r E
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Page 2
EN fSO 8871:1997

Foreword

The text of the International Standard from Technical Committee ISO/TC 76 "Transfusion,
infusion .and injection equipment for medical use" of the International Organizati; f;;
Standardization (lSO) has been taken over as an European Standard by Technical Committee
CEN/TC 205 "Non-active medical devices", the secretariat of which is held by BSl.

This European Standard replaces EN 28871:1993.

This European Standa.rd shall be given the status of a national standard, either by publication
of an identical text or by endorsement, at the latest by January 1 gg8, and conflictlirg nationai
standards shall be withdrawn at the latest by January l ggg:

According to the CEN/CENELEC Internal Regulations, the national standards organizations of
the following countries are bound to implement this European Standard: Ausiria, Belgium,
Czech Republic, De.nmark, Finland, France, Germany, Greece, lceland, lreland, 1t.ry,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.

Endorsement notice

The text of the International Standard ISO 8871:1990 has been approved by CEN as a
European Standard without any modification.

NOTE: Normative references to International Standards are listed in annex ZA (normative).
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EUROPEANI STANDARD

NORME EUROPEENNE

EUROPAISCHE NORM

EN ISO 8871:1997/Al

March 1999

Elastomeric parts for aqueous parenteral preparations (lSO
8871:1997/AMl :1 999)

Eldments en dlastombre pour pr6parations aqueuses
parent6rales (lSO 887'l :'l 997/AM1 :'l 999)

tcs 11.040.20

English version

Elaslomere Teile f0r w6ssrige parenterale Zubereitungen
(lSO 8871 :1997/AMl :1999)

This amendment 41 modifles the European Standard EN ISO 8871 11997; it was approved by GEN on 19 February 1 999.

CEN members are bound to comply with the CEIVGENELEG tntemal Regulations which stipulate the condltons for lnclusion ot this

amendmenl Into the relevant natiirial standard without any alterailon. Up-to-date lists and bibliographlcal references conceming such

national standards may be obtalned on application to the Central Secretarlat orto any CEN member.

This amendment exisis in three official versions (English, French, German). A version in any other language made by transJation under the

responsibility of a CEN member into its own language and notiffed to the Central Secretrariat has the same status as the official versions.

GEN members are the national standards bodies of Austria, Belgium, Gzech Republic, Denmark, Flnland, France, Germany' Greece,

lceland, lreland, ltaly, Luxembourg, Nethertands, Norway, Portugal, Spain, Sweden, SwiEerland and United Kingdom'

E
EUROPEAN COMMITTEE FOR STANDARDE.ATION

COMITE EUNOPEEN DE NORMALISATION
sunopATSCHES KOMITEE FUR NORMUNG

Central Secrptarlab rue de StassaG 36 8'1050 Bruseels

@ 1999 CEN All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 8871 :1997/A1 :1999 E

worldwide for CEN nalional Members.
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Page 2
EN f SO 8871 :1 9971 A1:1 999

Foreword

The text of this Amendment EN 8871:19971A1:1999 to the EN 8871:1997 from
Technical Committee ISO/TC T6 "Transfusion, infusion and injection equipment
for medical use" of the Intemational Organization for Standardization (lSO) has
been taken over as an Amendment to the European Standard by Technical
Committee CEN/TC 205 "Non-active medical devices", the secretariat of which
is held by BSl.

This Amendment to the European Standard EN ISO 8871:1997 shall be given
the status of a national standard, either by publication of an identicaltext or by
endorsement, at the latest by September 1999, and conflicting national
standards shall be withdrawn at the latest by September 1999.

According to the CEN/CENELEC Intemal Regulations, the national standards
organizations of the following countries are bound to implement this European
Standard: Austria, Belgium, Czech Republic, Denmark, Finland, France,
Germany, Greece, lceland, lreland, ltaly, Luxembourg, Netherlands, Norway,
Portugal, Spain, Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of the Amendment to the Intemational Standard ISO
8871:l997/Amendment 1:1999 has been approved by CEN as an Amendment
to the European Standard without any modification.
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Page 3
EN ISO 887 1 :1997 I A1 :1 999

NOTE:
This first amendment to the EN ISO 8871: 1997 has two purposes.
One is to incorporate Amendment 1: 1995 to the second edition of ISO 8871 :

1990 into the EN ISO 8871 : 1997, the text of the amendment being taken over
from Technical Committee ISO/TC 76'Transfusion, infusion and injection
equipment for medical and pharmaceutical use" of the Intemational Standards
Organization (lSO) by Technical Committee CEIVTC 205 "Non-active medical
equipmenfl, the secretariat of which is held by BSl. This has been achieved by
amending the Foreword and Endorsement notice of EN ISO 8871: 1997.
The other purpose is to add the A-deviation requested by the Swedish member
body of CEN, and this has been achieved by adding a new annex ZB.

REVISED TEXT

Foreword
Add a new paragraph as follows:
"Attention is drawn to annex ZB (informative), conceming A-deviations. Annexes
N and P fonm an integral part of this standard."

Endorsement notice
Add a new sentence as follows:
'The text of Amendment 1: 1995 to the Intemational standard ISO 8871: 1990
has been approved by CEN as an amendment to the European Standard without
any modification."

Annex ZB
Add a new annex ZB as follows;

"Annex ZB (informative)
A-deviations
A-deviation: Nationaldeviation due to regulations, the alteration of which is forthe
time being outside the competence of CENUCENELEC member:

This European Standard falls under Council Directive WI4AEEC of 14 June
1 993 concerning medical devices.

NOTE (from CEI.I/CENELEC lR Part 2, 3.1.9): Where standards fall under EC Directives it is the
view of the Commission of the European Communities (OJ No G 59, 9.3, 1982) that the effect of
the decision of the Court of Justice in case USng CremoninWrankovitch (European Court
Reports 1980, p.3583) is that compliance wiilrr A-deviations is no longer mandatory and that the
free movement of products complying with such a standard should not be restristed except under
the safeguard procedure provided for in the relevant Directive.

A-deviations in an EFTA country are valid instead of the relevant provisions of the
European Standard in that country untilthey have been removed.

The European Standard is not in agreement with the European Pharmacopoeia
2nd edition V1.2.3.1, which is mandatory in Sweden, by LVFS 1996:16."
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ISO 8871:1990(E) 

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. Esch 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, govern- 
mental 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. 

Draft International Standards adopted by the technical committees are 
circulated to the member bodies for voting. Publication as an Interna- 
tional Standard requires approval by at least 75 % of the member bodies 
casting a vote. 

International Standard ISO 8871 was prepared by Technical Committee 
ISO/TC 76, Transfusion, infusion and injection equipment for medical 
use. 

This second edition cancels and replaces the first edition (ISO 
8871:1988), presentation has been modified and clauses 0.32, E.3.2, 
F.3.2, G.3, J.3.2 and K.3.2 have been technically revised. 

Annexes A, B, C, 0, E, F, G, H, J, K, L and M form an integral patt of this 
International Standard. 
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ISO 8871:199O(E) 

Introduction 

The elastomeric park described in this International Standard are made 
from a class of material which is generally called “‘rubber”. The Parts 
are made from various elastomers involving different vulcanization sys- 
tems, and may vary considerably in their composition with regard to frl- 
lers, softeners, Pigments and other auxiliary ingredients. 

The potency, purity, stability, and safety of a drug during its manufac- 
ture, storage and administration tan be affected by the nature and per- 
formante of an elastomeric part used to seal the drug in its final 
Container. 

vi 
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INTERNATIONAL STANDARD ISO 8871:1990(E) 

Elastomeric park for aqueous parenteral preparations 

1 Scope 

1 .l This International Standard defines procedures 
for identifying and classifying elastomeric Parts for 
primary Packs and medical devices used in direct 
contact with aqueous preparations for parenteral 
use including dry preparations which have to be 
dissolved before use. 

This International Standard specifies a series of 
comparative test methods for Chemical and biolog- 
ical evaluation (see clause 6) and describes the 
various Felds of application for elastomeric Parts. 
Dimensions and functional characteristics are 
specified in the relevant International Standards. 
Required proper-Ces as specified in this International 
Standard shall be regarded as minimum require- 
ments. 

1.2 This International Standard is applicable for 
the categories of elastomeric Parts given in 
clause 3; specifrc requirements, however, are laid 
down in the relevant International Standards dealing 
with the items or devices Iisted in clause 3. 

NOTE 1 Elastomeric Parts for empty syringes for Single 
use are excluded by definition (see ISO 7886). 

1.3 Compatibility studies with the intended prep- 
aration have to be performed before the approval for 
final use tan be given; however, this International 
Standard does not specify procedures for carrying 
out compatibility studies. 

2 Normative references 

The following Standards contain provisions which, 
through reference in this text, constitute provisions 
of this International Standard. At the time of publi- 
cation, the editions indicated were valid. All stan- 
dards are subject to revision, and Parties to 
agreements based on this International Standard 
are encouraged to investigate the possibility of ap- 
plying the most recent editions of the Standards in- 
dicated below. Members of IEC and ISO maintain 
registers of currently valid International Standards. 

ISO 48:1979, Vulcanized rubbers - Determination of 
hardness (Hardness between 30 and 85 IRWD). 

ISO 247:1978, Rubber - Determination of ash. 

ISO 27811:1988, Rubber, vulcanized - Determination 
of density. 

ISO 3696:1987, Wafer for analyfical laborafory use - 
Specification and test methods. 

3 Classification 

Depending on the intended end-use, elastomeric 
Parts exist in various designs and sizes. These Parts 
serve different purposes depending an the item or 
device into which they are incorporated; elastomeric 
Parts have, therefore, been classified into the fol- 
lowing categories: 

- elastomeric Parts for injection vials 
ISO 8362-2); 

- elastomeric Parts for infusion bottles 

(see 

(see 
ISO 8536-2); 

- elastomeric Parts for prefilled syringes; 

- elastomeric Parts for medical devices for phar- 
maceutical use (excluding gloves and probes); 

- elastomeric Parts for freeze-dried products. 

4 Identification 

4.1 Genergl 

Rubber is a complex material and not generally de- 
finable. The only property which all elastomeric 
materials have in common is a special type of 
resilience or elasticity. When a Strip of rubber is 
stretched, it will extend up to many times its original 
length without breaking. On release of the stretching 
forte, it snaps back to its original size and shape 
virtually unaltered. Similarly one tan squeeze it, 
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