INTERNATIONAL ISO
STANDARD 8536-3

Third edition
2009-06-01

Infusion equipment for medical use —

Part 3:
Aluminium caps for infusion bottles

Matériel de perfusion a usage médical —

Partie 3: Capsules en aluminium pour flacons de perfusion

— e — Reference number
— — ISO 8536-3:2009(E)

©[SO 2009



ISO 8536-3:2009(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat
accepts no liability in this area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below.

COPYRIGHT PROTECTED DOCUMENT (p

© IS0 2009

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means,
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or
1ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 ¢ CH-1211 Geneva 20

Tel. +412274901 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

i © ISO 2009 — Al rights reserved



ISO 8536-3:2009(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. Each member body interested in a subject for which a technical committee has been
established hars’l?e right to be represented on that committee. International organizations, governmental and
non-governmentalgin liaison with ISO, also take part in the work. ISO collaborates closely with the
International Ele@echnical Commission (IEC) on all matters of electrotechnical standardization.

International Standa%?aga drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of techn ommittees is to prepare International Standards. Draft International Standards
adopted by the technical mittees are circulated to the member bodies for voting. Publication as an
International Standard requi pproval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibijfy)that some of the elements of this document may be the subject of patent
rights. ISO shall not be held respon@s for identifying any or all such patent rights.

ISO 8536-3 was prepared by Technica@ommittee ISO/TC 76, Transfusion, infusion and injection equipment
for medical and pharmaceutical use.

This third edition cancels and replaces th cond edition (ISO 8536-3:1999), which has been updated in
Clause 2 (Normative references). In addition #ke height and the tolerances of aluminium caps have been

aligned with those given in ISO 8536-7. ®L

ISO 8536 consists of the following parts, under the . ral title Infusion equipment for medical use:
— Part 1: Infusion glass bottles é

— Part 2: Closures for infusion bottles %

— Part 3: Aluminium caps for infusion bottles O@/ﬁ

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

— Part 5: Burette infusion sets for single use, gravity feed QO’

2

— Part 7: Caps made of aluminium-plastics combinations for infusion bottles&:

— Part 6: Freeze drying closures for infusion boftles

— Part 8: Infusion equipment for use with pressure infusion apparatus

— Part 9: Fluid lines for use with pressure infusion equipment

— Part 10: Accessories for fluid lines for use with pressure infusion equipment
— Part 11: Infusion filters for use with pressure infusion equipment

—  Part 12: Check valves
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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. )\
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Infusion equipment for medical use —

Part 3:
Aluminium caps for infusion bottles

5.
®

1 Scope O/
Q

This part of 1ISO 8536 s@fies aluminium caps for infusion glass bottles which are in accordance with

ISO 8536-1. z

2 Normative references®

The following referenced documené;afe indispensable for the application of this document. For dated
references, only the edition cited apQﬁes. For undated references, the latest edition of the referenced
document (including any amendments) ap&s.

ISO 2768-1, General tolerances — Part 1:@9rances for linear and angular dimensions without individual
tolerance indications

ISO 2768-2, General tolerances — Part 2: Geor@'ca/ tolerances for features without individual tolerance
indications @

ISO 8536-1, Infusion equipment for medical use — Part#? Infusion glass bottles

ISO 8872, Aluminium caps for transfusion, infusion an&%ﬁon bottles — General requirements and test

methods O
5 ﬁ

3 Dimensions and tolerances (9/

3.1 Dimensions ®O/

The dimensions of the caps shall be as shown in Figures 1 to 3 and as gi@Table 1.
The shapes of the caps are shown only as typical examples. &
The components of a two-piece tear-off cap are: L(p

— 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:

— an aluminium cap with centre hole, type A;

— 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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