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standardisation organisation.

ICS 11.040.20

Standardite reprodutseerimis- ja levitamis6igus kuulub Eesti Standardikeskusele

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse stisteemi voi edastamine Ukskdik millises vormis voi
millisel teel on keelatud ilma Eesti Standardikeskuse poolt antud kirjaliku loata.

Kui Teil on kiisimusi standardite autorikaitse kohta, palun votke Uhendust Eesti Standardikeskusega:
Aru 10 Tallinn 10317 Eesti; www.evs.ee; Telefon: 605 5050; E-post: info@evs.ee

Right to reproduce and distribute Estonian Standards 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: +372 605 5050; E-mail: info@evs.ee




EUROPEAN STANDARD EN ISO 8536-2
NORME EUROPEENNE
EUROPAISCHE NORM March 2010

ICS 11.040.20 Supersedes EN ISO 8536-2:2002

English Version

sion equipment for medical use - Part 2: Closures for

{s; infusion bottles (ISO 8536-2:2010)
Matériel de perfusion a usa édical - Partie 2: Bouchons Infusionsgerate zur medizinischen Verwendung - Teil 2:
pour flacons de perfus ISO 8536-2:2010) Stopfen fur Infusionsflaschen (ISO 8536-2:2010)

Q

This European Standard was approv@ CEN on 18 February 2010.

CEN members are bound to comply wit CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standar ut any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application t CEN Management Centre or to any CEN member.

*

This European Standard exists in three official \@ns (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its®Ownlanguage and notified to the CEN Management Centre has the same status as the
official versions. &

CEN members are the national standards bodies of Au@, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ire Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, S !and and United Kingdom.

*

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2010 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN ISO 8536-2:2010: E
worldwide for CEN national Members.



EVS-EN ISO 8536-2:2010

Foreword

This document (EN 1SO 8536-2:2010) has been prepared by Technical Committee ISO/TC 76 "Transfusion,
infusion and injection equipment for medical and pharmaceutical use".

text or by en ent, at the latest by September 2010, and conflicting national standards shall be

This European Stgndard shall be given the status of a national standard, either by publication of an identical
S
withdrawn at the /s.l by September 2010.

Attention is drawn t0"thg possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or C EC] shall not be held responsible for identifying any or all such patent rights.

This document supersede%lso 8536-2:2002.

According to the CEN/CENE Internal Regulations, the national standards organizations of the following

countries are bound to impleme’ is European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Fin France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Nethgffands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United K’m&gom.
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The text of ISO 8536-2:2010 has been approve@/ CEN as a EN ISO 8536-2:2010 without any modification.
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Introduction

The purpose of this part of ISO 8536 is to specify the shape and dimensions of and the requirements for
elastomeric closures intended for infusion bottles. In order to provide seal integrity of the container closure
systems the dimensions of the elastomeric closures have to be compatible with the dimensions of the infusion
bottles and the?ks as specified in corresponding parts of ISO 8536.

Primary packagi fmponents made of elastomeric materials are an integral part of medicinal products and
thus the principle GB current Good Manufacturing Practice (cGMP) apply to the manufacturing of these

components. O’

Principles of cGMP ar cribed in, e.g. 1ISO 15378 or GMP Guidelines as published by the European
Community and the Unite tes of America.

© 1SO 2010 — All rights reserved Vv
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Infusion equipment for medical use —

Part 2:
Closures for infusion bottles

1 Scope O/
O

This part of 1ISO 8536 sp@ s the shape, dimensions, material, performance requirements and labelling of
closures for infusion bottles pecified in ISO 8536-1.

The dimensional requirements @ot applicable to barrier-coated closures.

Closures specified in this part of IS@SZ&? are intended for single use only.
7

NOTE  The potency, purity, stability and mety of a medicinal product during its manufacture and storage can strongly
be affected by the nature and performance of @)rimary packaging.

%o

. >
2 Normative references QL
The following referenced documents are indisp le for the application of this document. For dated

references, only the edition cited applies. For un @j references, the latest edition of the referenced
document (including any amendments) applies.

ISO 48, Rubber, vulcanized or thermoplastic — Determ% of hardness (hardness between 10 IRHD and
100 IRHD)

ISO 3302-1, Rubber — Tolerances for products — Part 1: Dimen al tolerances
ISO 3302-2, Rubber — Tolerances for products — Part 2: Geometri/ lerances

ISO 7619-1, Rubber, vulcanized or thermoplastic — Determination: %ndentation hardness — Part 1:
Durometer method (Shore hardness) :

ISO 8536-1, Infusion equipment for medical use — Part 1: Infusion glass bottle@
ISO 8536-3, Infusion equipment for medical use — Part 3: Aluminium caps for infusmott/es

ISO 8871-1, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 1: Extractables
in aqueous autoclavates

ISO 8871-4, Elastomeric parts for parenterals and for devices for pharmaceutical use — Part 4: Biological
requirements and test methods

3 Shape and dimensions

3.1 The shape and dimensions of closures shall be as shown in Figure 1 and as given in Table 1. Figure 1
illustrates two typical designs of closure, types A and B.
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