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Foreword

This British Standard has been prepared under the direction
of the Rubber Standards Commiittee and is the second
revision of BS 4005. It supersedes BS 4005 : 1977, which
is withdrawn.

The principal differences from the first revision are as
follows.

(a) Non-sterile gloves are no longer included.

(b) The nominal values and/or tolerances for dimension ¢
{previously dimension 3) have been revised for the
various sizes of glove and the width of the cuff is
specified (see table 1).

(c} Requirements for tear resistance of the cuff have
been included (see clause 5).

{d) Limits for single wall thickness are specified for
gloves that show areas of thickening or thinning in
critical positions, when examined visually (see 6.2).
(e} Marking requirements for the multi-unit shelf
container have been included (see 11.4).

{f) The method for measurement of surface powder
levels has not been included because no limits are
specified and the method is no longer considered
satisfactory.

(g) A reference method for detection of perforations
has been included (see appendix C).

This British Standard does not include requirements to
ensure that the chemical formulation of surgical rubber
gloves is such that the gloves do not contain any substance
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A. Method for measurement of glove dimensions 4
B. Method for determination of tear resistance

of the cuff 4
C. Method for detection of perforations 5
Tables
1. Glove dimensions 1
2. Double wall thickness 2
3. Single wall thickness of critical areas 2
4. Physical properties 3
Figures
1. Glove dimensions 2
2. Device for measurement of glove dimensions 4
3. Metal rod for supporting glove in tear test 5

known to be harmful to the wearer or to any person with
whom the gloves may come into contact. In the absence of
such requirements, the Department of Health and Social
Security in the United Kingdom, and health authorities in
other countries, may require detailed formulation data on
all materials used in the manufacture of the gloves and may
from time to time specify such requirements or tests as
appear appropriate. Attention is drawn to BS 5736 which
comprises various Parts describing screening tests for
assessing biological hazards in medical devices.

The gloves may be coated with a surface lubricating
material to assist the user in putting them on. This material,
if not bonded to the surface of the gloves, should be capable
of absorption by the body; surface lubricating materials,
such as maize starch B.P.*, should be removed prior to
undertaking operative procedures in order to minimize the
risk of any adverse tissue reaction.

It is recommended that the manufacturing process,
packaging, storage and transportation of the product
should be in accordance with the Guide to good
manufacturing practice for sterile medical devices and
surgical products, HMSO, 1981.

Certification. Attention is drawn to the certification
facilities described on the inside back cover of this standard.

Compliance with a British Standard does not of itself
confer immunity from legal obligations.
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* Sterilizable maize starch complying with the British Pharmacopoeia monograph {1980).
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AMD 8384

STANDARDS

Amendment No. 1
published and effective from 15 October 1994
to BS 4005 : 1984

Specification for single use, sterilized surgical rubber gloves

Revised text

Contents

Delete ‘7. Perforations’ and substitute ‘7. Freedom from holes’.
In the list of appendices, delete the entry for appendix C.
AMD 8384/October 1994

Foreword
In paragraph 2, delete item (g) entirely.
AMD 8384/October 1994

Clause 7. Perforations
Delete the clause entirely and substitute the following.

“7. Freedom from holes
The gloves shall comply with BS EN 455-1.
AMD 8384/October 1994

Appendix C. Method for detection of perforations
Delete the appendix entirely.
AMD 8384/October 1994

Publications referred to

After the entry for BS 5736, insert the following.
‘BS EN 455 Medical gloves for single use — Part 1: Specification for freedom from holes’.
AMD 8384/October 1994
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