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stipulate the conditions for giving this European Standard the status of a national standard without any alteration.
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Foreword

This document (prEN 455-2:2008) has been prepared by Technical Committee CEN/TC 205 “Non-active
medical devices”, the secretariat of which is held by DIN.

This document is currently submitted to the CEN Enquiry.
This document will supersede EN 455-2:2000.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EC Directive(s).

For relationship with EC Directive(s), see informative Annex ZA, which is an integral part of this document.
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1 Scope

This Part of this standard specifies requirements and gives test methods for physical properties of single-use
medical gloves (i.e. surgical gloves and examination/procedure gloves) in order to ensure that they provide
and maintain in use an adequate level of protection from cross contamination for both patient and user.

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.

ISO 188, Rubber, vulcanized or thermoplastic — Accelerated ageing and heat resistance tests

ISO 4648, Rubber, vulcanized or thermoplastic — Determination of dimensions of test pieces and products for
test purposes

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

3.1
medical gloves for single use
gloves intended for use in the medical field to protect patient and user from cross-contamination

3.2

surgical gloves

sterile, anatomically shaped medical gloves with the thumb positioned towards the palmar surface of the index
finger rather than laying flat, and intended for use in invasive surgery

3.3

examination/procedure gloves

sterile or non-sterile medical gloves, which may or may not be anatomically shaped, intended for conducting
medical examinations, diagnostic and therapeutic procedures and for handling contaminated medical material

34
lot
a collection of gloves of the same design, colour, shape, size and formulation, manufactured at essentially the
same time, using the same process, raw materials of the same specifications, common equipment and

packed in the same type of individual container?)

(see pr EN 455-4:2007)

1) This standard does not specify the size of a lot. Attention is drawn to the difficulties that can be associated with the
distribution and control of very large lots. The recommended maximum individual lot size for production is 500 000.
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