INTERNATIONAL ISO
STANDARD 15759

Second edition
2005-04-01

Medical infusion equipment — Plastics
caps with inserted elastomeric liner for
containers manufactured by the blow—
fill-seal (BFS) process

Matériel de perfusion a usage médical — Capsules plastiques avec un
joint a base d'élastomere pour récipients produits par le procédé
d'extrusion/soufflage/remplissage (ESR)

Reference number

—/@\— ISO 15759:2005(E)

IS0-: Documents
_W_ Document Sharing Hub
©1S0 2005

Copyright International Organization for Standardization
Reproduced by IHS under license with ISO
No reproduction or networking permitted without license from IHS

Full document details: ISO 15759-2005

Not for Resale


http://avadocuments2026.com/doc/iso-15759-2005
http://avadocuments2026.com/doc/iso-15759-2005

ISO 15759:2005(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.

© 1S0 2005

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
ISO's member body in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax +41 22749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

Documents

. Document Sharing Hub
Copyright International Organization for Standardization © 1SO 2005 - All rlghtS reserved
Reproduced by IHS under license with ISO
No reproduction or networking permitted without license from IHS Not for Resale

Full document details: ISO 15759-2005


http://avadocuments2026.com/doc/iso-15759-2005
http://avadocuments2026.com/doc/iso-15759-2005

ISO 15759:2005(E)

Contents Page
0T =NV o iv
L e Yo 11T o2 oY o v
1 ST o o -SSP SRR 1
2 NOIrMAtiVe FEfErE@NCES ... e e e s e e e mn e e e e e e e ee s mn e e eesnn e e e e nnenennn 1
3 Dimensions and desSignation ... n e nrmmnnnnan 2
31 Plastics cap for attachment by welding technique (FOrm A) ... 2
3.2 Plastics cap for attachment by collar technique (FOrm B) .......cccceiriiiicccciemrrere e 3
3.3 L= =3 o 1 = T2 T T 4
4 Materials for Cap and lINET........ . s mn e e e s e me e e s e nmnnns 4
5 Plastics cap — Physical requirements and testing.......cccccooooicciiiiiiccccc e 5
5.1 Leak-reSiStance teSt.......... i e e e mnnns 5
5.2 10 o =T o 11 0V R o - 5
6 Liner — Physical requirements and testing ... s 5
6.1 (€T g =T LI oo [T =T 4 T=Y o 5
6.2 L = 10 L 1= == 5
6.3 Fragmentation (COMNQ)....cccciiiiicciicciiie s ccsesr e s s s e e e e s se s s snn e e e e e se s s mnmn s e e e e eesnn e nesnnsssnnnnnns 5
6.4 Penetration fOrCe...... ..o e e s e e e n e e s e e e e e e e e an e e e e e nn e e nn e e e e nnennann 5
6.5 Dynamic spike-retention capability...........cueeemmmmmmmmmmmmmee e 5
6.6 Static spike-retention capability of the liner and leak resistance of the piercing area.................. 5
6.7 RESCAIADINILY .......eeeeeee e m i nnnnnn 5
7 Plastics cap — Chemical requirements and teSting .........coooccmiiiiiicccccr e 5
8 Liner — Chemical requirements and testing..........ccccciirimmiiniii s 6
9 Biological requirements for plastics cap and liNer ...........ooo s 6
10 L T3 = Vo |1 ' 6
1 8 0 - T 6
12 T T 1 ' T 6
Annex A (normative) Leak-resiStance test.........cccvcciiieiiiiiiiiccccsecrir e rr e sssn e e mnn e e e e nnn 7
Annex B (normative) Opening force needed to expose the piercing area .........ccccccemririicccccccerenennnccccccnnne 8
Annex C (normative) Fragmentation (COriNgG).......cccccceiiiiiiiciiiimmmiiiis s ssscrr e s s s s s sssn e s e e s s s s smnme s e e e e essnnnn 9
Annex D (normative) Penetration fOrCe.......ccooiiiiiiiii e cssse e s e smnnn e e e e e e e s nnnn 10
Annex E (normative) Dynamic spike retention capability ........cccccceviriciiiiiiiin s 12
Annex F (normative) Static spike-retention capability of the liner and leak resistance of the
(0= e 14T =T = 13
Annex G (normative) Resealability .......cccccciiiiiiiiiiiii i 14
Annex H (normative) Holding device for elastomeric liner.........cccccoiciiiinciccnccncr e 15
Annex | (normative) Reference Spike ........ccoiiviiiiiiiiniiiii e 16
LS T] 0T - o /S 17
Documents

Document Sharing Hub
lii

A 16A AnnrE A
Copyright International Organization for Standardization ghtS reserved

Reproduced by IHS under license with ISO

No reproduction or networking permitted without license from IHS Not for Resale

Full document details: ISO 15759-2005


http://avadocuments2026.com/doc/iso-15759-2005
http://avadocuments2026.com/doc/iso-15759-2005

ISO 15759:2005(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 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 2.
The main task of technical committees is to prepare International Standards. 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 document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 15759 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 15759:2002), which has been technically

revised.
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Introduction

The materials used to manufacture blow—fill-seal (BFS) containers are primary packaging materials suitable
for storing infusion solutions until they are administered. This International Standard deals with plastics caps
with inserted elastomeric liners for use with blow—fill-seal containers and describes their dimensional and
functional requirements. This International Standard takes into account that the cap is not a primary packaging
component.
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INTERNATIONAL STANDARD ISO 15759:2005(E)

Medical infusion equipment — Plastics caps with inserted
elastomeric liner for containers manufactured by the blow—fill-
seal (BFS) process

1 Scope

This International Standard specifies the dimensional and functional requirements for plastics caps with
inserted elastomeric liners, attached to the infusion container (BFS container) by welding or by collar
technique. These caps are intended for use in the packaging and handling of liquid drugs for parenteral
delivery.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
:document (including any amendments) applies.

1S0 48, Rubber, vulcanized or thermoplastic — Determination of hardness (hardness between 10 IRHD and
100 IRHD)

ISO 2230, Rubber products — Guidelines for storage

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

ISO 3302-1, Rubber — Tolerances for products — Part 1: Dimensional tolerances

ISO 7500-1, Metallic materials — Verification of static uniaxial testing machines — Part 1: Tension/
compression testing machines — Verification and calibration of the force-measuring system

ISO 7864, Sterile hypodermic needles for single use

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

3.1 Plastics cap for attachment by welding technique (Form A)

General tolerances for Form A plastics caps shall be in accordance with ISO 2768-1; dimensions shall be in
accordance with Figure 1. Elastomeric liners for such caps shall be in accordance with ISO 3302-1.

Plastics cap(s) of Form A in accordance with this International Standard shall be designated as follows:

Cap ISO 15759-BFS-A

Dimensions in millimetres
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Figure 1 — Dimensions for Form A plastics caps
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