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EESTI STANDARDI EESSÕNA   NATIONAL FOREWORD 

Käesolev Eesti standard EVS-EN ISO 8536-
3:2001 sisaldab Euroopa standardi EN ISO 
8536-3:1999+AC:1999 ingliskeelset teksti. 

This Estonian standard EVS-EN ISO 8536-
3:2001 consists of the English text of the 
European standard EN ISO 8536-
3:1999+AC:1999. 

 
Standard on kinnitatud Eesti Standardikeskuse 
18.06.2001 käskkirjaga ja jõustub sellekohase 
teate avaldamisel EVS Teatajas.  
 

 
This standard is ratified with the order of 
Estonian Centre for Standardisation   dated 
18.06.2001  and is endorsed with the notification 
published in the official bulletin of the Estonian 
national standardisation organisation. 
 
 

Standard on kättesaadav Eesti 
standardiorganisatsioonist. 

The standard is available from Estonian 
standardisation organisation. 

ICS 23.040.60 

 

 

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 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 
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This European Strandard was approved by CEN on 25 January 1999.
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EN ISO 8536-3:1999

Foreword

Gorrected 1999-10-28

The text of the International Standard from Technical Committee ISO/TC 76 "Transfusion,
iltfusion .and inject'l_on equipment for medical use" of the International Organization foi
9tg-nqOi."tion (lSO) has been taken over as an European Standard by TechnidalCommittee
CEN/TC 205 "Non-active medical devices", the secretariat of which is netO by BSl.

This European Standard shall be given the status of a national standard, either by publication
of an identicaltext or by endorsement, at the latest by August 1999, and conflicting national
standards shall be withdrawn at the latest by Augustiggg.

According to the CEN/CENELEC Internal Regulations, the national standards organizations
gf th9 following countries are bound to implement this European Standard: Austrii, Belgium,
Czech. Republic, Denmark, Finland, Frince, Germany, 

'Greece, 
tceland, lreland, -ltaly,

Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.

Endorsement notlce

The text of the International Standard ISO 8536-3:1992 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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Annex A (informatlve)

A-deviatlons

A'deviation: National deviation due to regulations, the alteration of which is for the time
being outside the competence of CEN/CENELEC member:

This European Standard falls under Directive gAl4ZlEEC.

NOTE (from CEN/CENELEC lR Part 2, 3.1.9): Where standards fall under EC Directlves 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 with A-deviations is no longer mandatory and that the tree
movement of products complying with such a standard should not be restricted 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 until they 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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Annex ZA (normative)
Normatlve references to Internailonal publlcafions
wlth thelr relevant European publlcations

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 tatest edition of
the publication referred to applies.

Publication Year Title EN year

ISO 2768-1 1989 General tolerances - Part 1: Tolerances for EN 22768-1 1999
linear and angular dimensions without
individual tolerance indications

ISO 2768-2 1989 General tolerances - Part 2: Geometrical EN 22768-2 1g9g
tolerances for features without individual
tolerance indications

ISO 8536-1 1999 Infusion equipment for medical use - Part 1: EN ISO 8536-1 1999
Infusion glass bottles

ISO 8872 1988 Aluminium caps for transfusion, infusion and EN 28872 1999
injection bottles - General requirements and
test methods
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EUROPEAN STANDARD EN ISO 8536-3:1999/AC

May 1999
Mai1999
Mai1999

NORME EUROPEENNE

EUROPAISCHE NORM

English version
Version Frangaise
Deutsche Fassung

Infusion equipment for medical use - Part 3: Aluminium caps for infusion
bottles (lSO 8536-3:1 992)

Mat6riel de perfusion d usage m6dical -

Partie 3: Capsules en aluminium pour
flacons de perfusion (lSO 8536-3:1992)

Infusionsgerite zur medizinischen
Verwendung - Teil 3: Aluminium-

B6rdelkappen fur Infusionsflaschen (lSO
8536-3:1992)

This corrigendum becomes effective on 14 May 1999 for incorporation in the three official language
versions of the EN.

Ce corrigendum prendra effet le 14 mai 1999 pour incorporation dans les trois versions linguistiques

officielles de I'EN.

Die Berichtigung tritt am 14.Mai 1999 zur Einarbeitung in die drei otfiziellen Sprachfassungen der El

in Kraft.

E
ETJROPEAN COMMITTEE FOR STANDARDZATION
courrE eunopEE,N DE NoRMALISATIoN
EURopAtscHEs KoMlrEE FilR NoRMUNc

Central Secretarlat: rue de StassaG 36 8-1050 Brussels

@ 1999 CEN All rights ol exploitation in any lorm and by any means reserved worldwide for CEN natlonal Members.
Tous droits d'exploitalion sous quelque forme el de quelque maniBre que ce soit r6serv6s dans le monde entier aux
membres nationaux du CEN.
Alle Rechte der Venvertung, gleich in welcher Form und ln welchem Verfahren, slnd weltweit den nalionalen Mitglledem
von GEN vorbehalten.

Ref. No. EN ISO 853&3:1999/AC:1999 D/l
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EN ISO 8536-3:1 999/AC:1 999

Foreword

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

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 August 1999, and
conflicting national standards shall be withdrawn at the latest by August 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, 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 International Standard ISO 8536-3:1992 has been approved by CEN
as a European Standard without any modification.
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A Reference number
ISO 8536-3:1999(E)

INTERNATIONAL
STANDARD

ISO
8536-3

Second edition
1999-09-01

Infusion equipment for medical use —

Part 3:
Aluminium caps for infusion bottles

Matériel de perfusion à usage médical

Partie 3: Capsules en aluminium pour flacons de perfusion
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ii

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 3.

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 part of ISO 8536 may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

International Standard ISO 8536-3 was prepared by Technical Committee ISO/TC 76, Transfusion, infusion and
injection equipment for medical and pharmaceutical use.

This second edition cancels and replaces the first edition (ISO 8536-3:1992), which has been technically revised.

ISO 8536 consists of the following parts, under the general title Infusion equipment for medical use:

— Part 1: Infusion glass bottles

— Part 2: Closures for infusion bottles

— Part 3: Aluminium caps for infusion bottles

— Part 4: Infusion sets for single use, gravity feed

— Part 5: Burette-type infusion sets

— Part 6: Freeze-drying closures for infusion bottles

— Part 7: Caps made of aluminium-plastics combinations for infusion bottles
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© ISO ISO 8536-3:1999(E)

iii

Introduction

The materials from 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,
aluminium caps are not considered as primary packaging material in direct contact with the infusion solution.This docum
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INTERNATIONAL STANDARD    © ISO ISO 8536-3:1999(E)

1

Infusion equipment for medical use —

Part 3:
Aluminium caps for infusion bottles

1 Scope

This part of ISO 8536 specifies aluminium caps for infusion glass bottles which are in accordance with ISO 8536-1.

2 Normative references

The following normative documents contain provisions which, through reference in this text, constitute provisions of
this part of ISO 8536. For dated references, subsequent amendments to, or revisions of, any of these publications
do not apply. However, parties to agreements based on this part of ISO 8536 are encouraged to investigate the
possibility of applying the most recent editions of the normative documents indicated below. For undated
references, the latest edition of the normative document referred to applies. Members of ISO and IEC maintain
registers of currently valid International Standards.

ISO 2768-1:—1), Geometrical product specifications (GPS) — General tolerances — Part 1: Tolerances for linear
and angular dimensions without individual tolerance indications.

ISO 2768-2:1989, General tolerances — Part 2: Geometrical tolerances for features without individual tolerance
indications.

ISO 8536-1:1991, Infusion equipment for medical use — Part 1: Infusion glass bottles.

ISO 8872:1988, Aluminium caps for transfusion, infusion and injection bottles — General requirements and test
methods.

3 Dimensions and tolerances

3.1 Dimensions

The dimensions of the caps shall be as shown in Figures 1 to 3, and as given in Table 1.

The shapes of the caps are shown only as typical examples.

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

 an aluminium cap with centre hole, type A;

 a protective aluminium cap with complete tear-off tab, type F;

                                                     

1) To be published. (Revision of ISO 2768-1:1989)
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