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Foreword

BS 5081 was first published in 1976 and specified
requirements for sterile hypodermic syringes and needles
for single use. This first revision of BS 5081 : 1976 which
is published in two Parts has been prepared under the
direction of the Health Care Standards Committee. This
Part, covering sterile hypodermic needles for single use,
together with Part 1, covering sterile hypodermic syringes
for single use, supersedes BS 5081 : 1976 which is
withdrawn.

This Part of BS 5081 is related to 1SO 7864 ‘Sterile
hypodermic needles for single use’, prepared by Technical
Committee 84 of the International Organization for
Standardization {1SO). It differs by omitting those
requirements given in 1SO 7864 for materials, manufacture,
freedom from toxicity, freedom from extractable materials
and packaging that were considered to be unverifiable by
objective means. The matters related to biological safety
have been covered in this Part of BS 5081 by means of
reference to BS 5736. Guidance on manufacturing practice
may be found in the Guide to good manufacturing practice
for sterile medical devices and surgical products®, The
essence of other omitted requirements has been included
as notes in this Part of BS 5081.

This Part of BS 5081 deals with products primarily intended
for use with humans and provides performance requirements
but permits some variation of design and of methods of
packaging and sterilization by individual manufacturers.
Materials to be used for the construction of sterile needles
for single use are not specified as their selection will depend
to some extent upon the design, process of manufacture
and method of sterilization employed by individual
manufacturers.

The materials should be compatible with injection fluids
included in relevant pharmacopoeiae. The majority of
injections are in aqueous media. Such media are not known
to give problems of compatibility. It is usual for non-
aqueous injections either to be formulated in ester-type
solvent or for the active ingredient itself to be fluid.

It is recommended that needles be manufactured and
sterilized in accordance with the recommendations in the
Guide to good manufacturing practice for sterile medical
devices and surgical products.*

Hypodermic need!es specified in this Part of BS 6081 are
intended for use with hypodermic syringes specified in

BS 5081 : Part 1. They will also fit with the syringes
specified in BS 1263, BS 1619, 1SO 595 and 1SO 7886.

Compliance with a British Standard does not of itself
confer immunity from legal obligations.

* published by the Department of Health and Social Security and available from Her Majesty’s Stationery Offg.%m ?zs‘it%
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Specification

1 Scope

This Part of BS 5081 specifies requirements for sterile
hypodermic needles for single use.

NOTE. The titles of the publications referred to in this standard
are listed on the inside back cover.

2 Nomenclature

The nomenclature for components of hypodermic needles
for single use is given in figure 1.
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3 Freedom from biological hazard

Needles in their final form shall be assessed as being free
from biological hazard when tested in accordance with the
principles and methods given in BS 5736.

4 Freedom from extraneous matter

When inspected by normal or corrected vision without
magnification, the surface of the hypodermic needle tube
shall be free from particles and extraneous matter.

When examined under x2.5 magnification the hub socket
shall be free from particles and extraneous matter.

Hub Jointing medium Needle tube

Sheath

Effective length

(see note to 11.3)

Needle point

part of this Part of BS 5081.

NOTE. The drawing is intended to illustrate the nomenclature
of a typical hypodermic needle, but does not otherwise form

Figure 1. Typical hypodermic needle for single use
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