INTERNATIONAL ISO
STANDARD 29941

First edition
2010-12-15

Condoms — Determination
of nitrosamines migrating from natural
rubber latex condoms

Préservatifs — Dosage des nitrosamines migrant des préservatifs
en latex de caoutchouc naturel

e Reference number
= — ISO 29941:2010(E)

© SO 2010



ISO 29941:2010(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 0

© 1S0O 2010

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. +4122749 01 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © ISO 2010 — All rights reserved




ISO 29941:2010(E)

Contents Page
Lo o o iv
1 £ oo o - SR 1
2 NormaypAreferences ............................................................................................................................ 1
3 Terms a@efinition ............................................................................................................................. 1
4 Principle 0 .......................................................................................................................................... 1
5 Reagents an (=1 | 2
6 Apparatus.......... O ............................................................................................................................... 3
7 Procedure............. 9 ......................................................................................................................... 5
8 Calculation and evalu of the results of the N-nitrosamine content of the solution............... 7
9 Confirmation of the detew-nitrosamines .................................................................................... 8
10 Test report.....cccceeeevveerveerrenes A S eeeateestesseeesseessressreeeeesseesReeeaseeEeeaseeaReeaReeaaeeeateeeeeseeeaenarenneraneranerannranren 9

0 10

Bibliography

© ISO 2010 — Al rights reserved iii



ISO 29941:2010(E)

Foreword

(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 ligjson with ISO, also take part in the work. ISO collaborates closely with the
International Electroteckhigal Commission (IEC) on all matters of electrotechnical standardization.

International Standards are/ﬁrsafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical c ittees is to prepare International Standards. Draft International Standards
adopted by the technical com es are circulated to the member bodies for voting. Publication as an
International Standard requires a al by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility t@ome of the elements of this document may be the subject of patent
rights. ISO shall not be held responsibl @identifying any or all such patent rights.

ISO 29941 was prepared by Technical Cc%fttee ISO/TC 157, Non-systemic contraceptives and STI barrier
prophylactics. {P
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Condoms — Determination of nitrosamines migrating
from natural rubber latex condoms

A

1 Scope 6/.

This International Standard specifies a test method to determine the release of N-nitrosamines from condoms
made from natural rub tex.

The method can also be for other products such as probe covers, prophylactic dams, female condoms
and condoms made from s tic materials, although there was no experience of testing such products at
the time of publication of this ational Standard.

K

2 Normative references

*

7
The following referenced documents argaindispensable for the application of this document. For dated
references, only the edition cited applieg” For undated references, the latest edition of the referenced

document (including any amendments) appu@

ISO 3696, Water for analytical laboratory use %ciﬁcation and test methods

*

ISO 4074, Natural rubber latex condoms — Require;%and test methods

ISO/IEC 17025, General requirements for the competernce ﬁf testing and calibration laboratories

Q

3 Terms and definition O@

Ve
For the purposes of this document, the following terms and definiti@egpply.

3.1 @
condom O’

medical device used by consumers, which is intended to cover and be ?ined on the penis during sexual
activity, for purposes of contraception and prevention of sexually transmitte ctions

NOTE If a consumer could responsibly consider a device to be a condom (due@ shape, packaging, etc.), it is
considered a condom for the purpose of this International Standard. 0

4 Principle

WARNING — Owing to their toxicity, N-nitrosamines can be detrimental to human health. The testing
laboratories should take special care to observe the occupational health and safety standards.

N-nitrosamines are extracted into water. After having been concentrated, the water is tested for its
N-nitrosamine content by means of gas chromatography (GC) using a chemiluminescence detector. The test
is performed in an environment that is free of volatile N-nitrosamines.

The released N-nitrosamines are given in nanograms per grams (ng/g) of the sample.
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