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NATIONAL FOREWORD

L N
Kéaesol esti standard EVS-EN ISO 8536-
3:2009 sisdldab Euroopa standardi EN ISO
8536—3& ingliskeelset teksti.
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Standard of\gl)nnitatud Eesti Standardikeskuse
30.11.2009 kagkkijgjaga ja joustub sellekohase
teate avaldam%s Teatajas.
Euroopa standardimis isatsioonide poolt
rahvuslikele likmetele E a standardi teksti
kattesaadavaks tegemise Wev on

01.06.2009.
Standard on kattesaadav Eesti
standardiorganisatsioonist.

This Estonian standard EVS-EN I1SO 8536-
3:2009 consists of the English text of the
European standard EN ISO 8536-3:2009.

This standard is ratified with the order of
Estonian Centre for Standardisation dated
30.11.2009 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
01.06.2009.

The standard is available from Estonian
standardisation organisation.
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Standardite reprodutseerimis- ja levitamis6igus kuulub Eesti Standardikeskusele

Andmete paljundamine, taastekitamine, kopeerimine, salvestamine elektroonilisse stisteemi voi edastamine Ukskdik millises vormis(voj
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:
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

info@evs.ee




EUROPEAN STANDARD EN ISO 8536-3
NORME EUROPEENNE
EUROPAISCHE NORM June 2009

P

Sa40.20 Supersedes EN I1SO 8536-3:1999
/Pt

o, English Version
I

on equipment for medical use - Part 3: Aluminium caps for
é infusion bottles (ISO 8536-3:2009)

Matériel de perfusion a u 2dical - Partie 3: Capsules Infusionsgerate zur medizinischen Verwendung - Teil 3:
en aluminium pour flacons de usion (ISO 8536-3:2009) Aluminium-Bérdelkappen fir Infusionsflaschen (ISO 8536-
3:2009)

This European Standard was approve%Ey on 16 May 2009.

CEN members are bound to comply with4#he@EN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the §N Management Centre or to any CEN member.

This European Standard exists in three official vép€ions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its %guage and notified to the CEN Management Centre has the same status as the

official versions.

CEN members are the national standards bodies of Austr Igium, Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland,
France, Germany, Greece, Hungary, Iceland, Ireland, Ital ia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland anﬁ&teg Kingdom.
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Fipyora

.
This d@ent (EN ISO 8536-3:2009) has been prepared by Technical Committee ISO/TC 76 "Transfusion,
infusion™and injection equipment for medical and pharmaceutical use" in collaboration with CEN
Sub-sector sTransfusion equipment”, the secretariat of which is held by CMC.

This Europea@ndard shall be given the status of a national standard, either by publication of an identical
text or by endorsémgnt, at the latest by December 2009, and conflicting national standards shall be withdrawn
at the latest by D er 2009.

Attention is drawn to
rights. CEN [and/or C

ssibility that some of the elements of this document may be the subject of patent
C] shall not be held responsible for identifying any or all such patent rights.

This document supersedes 0O 8536-3:1999.

countries are bound to imple is European Standard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Fin , France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United K&om.
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The text of ISO 8536-3:2009 has been approve %QEL\I as a EN ISO 8536-3:2009 without any modification.

According to the CEN/CENELé(IﬁternaI Regulations, the national standards organizations of the following

sement notice
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Introd@n

The materials( which infusion glass bottles (including elastomeric closures) are made are suitable primary
packaging materials for storing infusion solutions until they are administered. However, in this part of
ISO 8536, aIuminit@ps are not considered as primary packaging material in direct contact with the infusion

solution. O

iv © ISO 2009 — Al rights reserved
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Inf)\ ion equipment for medical use —

Par@

Aluminium caps for infusion bottles

This part of 1ISO 8536 ®‘ies aluminium caps for infusion glass bottles which are in accordance with

ISO 8536-1. O
L 2

2 Normative references

1 Scope

references, only the edition cited afpligs. For undated references, the latest edition of the referenced

The following referenced documents ;e indispensable for the application of this document. For dated
document (including any amendments)

ppligs.
ISO 2768-1, General tolerances — Parl ¢ )ﬁrances for linear and angular dimensions without individual
tolerance indications

ISO 2768-2, General tolerances — Part 2: Georébical tolerances for features without individual tolerance

indications /®
ISO 8536-1, Infusion equipment for medical use — Pan‘?‘usion glass bottles
i

ISO 8872, Aluminium caps for transfusion, infusion and injection bottles — General requirements and test
methods QS )

3 Dimensions and tolerances O@
/\

3.1 Dimensions

The dimensions of the caps shall be as shown in Figures 1 to 3 and as g@ Table 1.
The shapes of the caps are shown only as typical examples.

The components of a two-piece tear-off cap are: Olé

— an aluminium cap with centre hole, type A;

— a protective aluminium cap with complete tear-off tab, type F. @

The components of a three-piece tear-off cap are: L
— an aluminium cap with centre hole, type A; (S‘
— a protective disc, E;

— a protective aluminium cap with complete tear-off tab, type F.

NOTE The width and the number of bridges for types C and F are a function of the intended resistance.
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