INTERNATIONAL ISO
STANDARD 11193-1

Second edition
2008-09-01

Single-use medical examination gloves —

Part 1:
Specification for gloves made from
rubber latex or rubber solution

Gants en caoutchouc pour examen, non réutilisables —

Partie 1: Spécifications pour gants fabriqués a partir de latex de
caoutchouc ou d'une solution de caoutchouc

= Reference number
= — ISO 11193-1:2008(E)

© SO 2008



ISO 11193-1:2008(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

© 1S0O 2008

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

ii © ISO 2008 — All rights reserved



ISO 11193-1:2008(E)

Contents Page
0 =TT o T o iv
1 T o - P 1
2 Norma;'pé;references ........................................................................................................................... 1
3 Classifié)n ......................................................................................................................................... 2
4 T L= T 1= 2
5 Sampling am%ection Of St PIECES. .o e 3
6 Requirements O .............................................................................................................................. 3
7 o= Ted €= T |1 ' o 6
8 Marking z® .................................................................................................................... 6
Annex A (normative) Test for wa@)‘ghtness ................................................................................................. 8

© ISO 2008 — All rights reserved iii



ISO 11193-1:2008(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$o be represented on that committee. International organizations, governmental and
non-governmental, in #Maigon with ISO, also take part in the work. ISO collaborates closely with the
International ElectrotechfiigtJ«Commission (IEC) on all matters of electrotechnical standardization.

International Standards aregr’ﬁld in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical co ees is to prepare International Standards. Draft International Standards
adopted by the technical comm s are circulated to the member bodies for voting. Publication as an

International Standard requires app é)y at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibility tha

Qne of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible fo

o@/e}ﬂifying any or all such patent rights.

ISO 11193-1 was prepared by Technical Com@{tee ISO/TC 45, Rubber and rubber products, Subcommittee
SC 4, Products (other than hoses).

This second edition cancels and replaces the first egition (ISO 11193-1:2002), of which it constitutes a minor
revision intended to incorporate the Technica rigendum SO 11193-1:2002/Cor.1:2005 and the
Amendment ISO 11193-1:2002/Amd.1:2007. In additior@Znormative references have been updated.

ISO 11193 consists of the following parts, under the genera@e Single-use medical examination gloves:

— Part 1: Specification for gloves made from rubber latex or%ber solution

—  Part 2: Specification for gloves made from poly(vinyl chloride)g ()

iv © ISO 2008 — All rights reserved



INTERNATIONAL STANDARD ISO 11193-1:2008(E)

Single-use medical examination gloves —

Part 1:
Specification for gloves made from rubber latex or rubber
solution )\

)
WARNING — Persor%ing this International Standard should be familiar with normal laboratory
practices. This standa oes not purport to address all of the safety problems, if any, associated with

its use. It is the respons{b) ity of the user to establish appropriate safety and health practices and to
ensure compliance with a gulatory conditions.

1 Scope %/ ‘

This part of ISO 11193 specifies reqﬁvments for packaged sterile, or bulked non-sterile, rubber gloves
intended for use in medical examinatio d diagnostic or therapeutic procedures to protect the patient and
the user from cross-contamination. It aIs&overS rubber gloves intended for use in handling contaminated
medical materials and gloves with smooth sy@:es or with textured surfaces over all or part of the glove.

A
This part of ISO 11193 is intended as a refe for the performance and safety of rubber examination
gloves. It does not cover the safe and proper us of examination gloves and sterilization procedures with

subsequent handling, packaging and storage proce S.

Q

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

2 Normative references

ISO 37, Rubber, vulcanized or thermoplastic — Determination of ten ftress—strain properties
ISO 188, Rubber, vulcanized or thermoplastic — Accelerated ageing and t resistance tests

ISO 2859-1, Sampling procedures for inspection by attributes — Part TS ling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection < : ':

ISO 10993 (all parts), Biological evaluation of medical devices (p

ISO 15223, Medical devices — Symbols to be used with medical device labels, labelling and information to be
supplied

ISO 23529, Rubber — General procedures for preparing and conditioning test pieces for physical test
methods
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