i BSI BSx5081: PARTx1l 0} WB 1lbk2ubkb9 02LL348 1 WA

BS 5081 : Part 1: 1987

UDC 616.473.2.014.45 + 615.473.3.014.45

==

—_—

© British Standards Institution. No part of this publication may be photocopied or otherwise reproduced without the prior permission in writing of BS|

British Standard
Sterile hypodermic syringes
and needles

Part 1. Specification for sterile hypodermic syringes for single
use

Seringues et aiguilles hypodermiques stériles
Partie 1. Seringues hypodermiques stériles non réutilisables

Sterile Subkutanspritzen und -nadeln
Teil 1. Sterile Einmalsubkutanspritzen

Documents

Document Sharing Hub

British Standards Institution

Full document details: BS 5081-1:1987



http://www.avadocuments.com/doc/bs-5081-1-1987
http://www.avadocuments.com/doc/bs-5081-1-1987

BSI BSx508L:
BS 5081 : Part 1: 1987

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 syringes for single use,
together with Part 2, covering sterile hypodermic needles
for single use, supersedes BS 5081 : 1976 which is
withdrawn.

This Part of BS 5081 is related to 1SO 7886 ‘Sterile
hypodermic syringes for single use’, prepared by Technical
Committee 84 of the International Organization for
Standardization (ISQ). It differs by omitting those
requirements given in ISO 7886 for materials, manufacture,
freedom from toxicity, freedom from extractable materials
and packaging that were considered to be unverifiable by
objective means. The matters relating 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 inciuded

as hotes and an appendix in this Part of BS 5081.

This Part of BS 5081 also differs from (SO 7886 in that it
requires the extended portion of the syringe scale, if present,
to be differentiated from the rest of the scale.

This Part of BS 5081 does not specify sizes of syringes.
The preferred sizes currently in use in the UK are T mL,
2mL, 5 mL, 10 mL, 20 mL, 30 mL and 50 mL nominal
capacity but it is envisaged that intermediate and larger
sizes may come into use. Examples of scales and scale
numbering for the current range of sizes are given in

figure 2.

This Part of BS 6081 deals with products primarily
intended for use with humans and provides performance
requirements, but permits some variations of design and

of methods of packaging and sterilization by individual
manufacturers.

Materials to be used for the construction of sterile syringes
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. Guidance on some aspects of the sefection
of materials is given in appendix A.
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The materials should be compatible with injection fluids
included in relevant pharmacopoeiae and, if this is not the
case, the attention of the user should be drawn to the
exception by labelling the unit container. 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
solvents or for the active ingredient itseif to be fluid.
Depending on the duration of contact, some of these fluids
may react to a varying extent with syringe components.

It is not practicable to specify a universally acceptable
method of test for incompatibility. However, a number of
solvents and other fluids selected from pharmacopoeiae to
represent materials used in injections is provided in the
recommendations in appendix B, together with a simple
test which may be used to detect visible or functional
incompatibility between a syringe and an injectable fluid.
Some solvents not included in pharmacopoeiae are used by
pharmaceutical manufacturers. Such solvents should be
tested by the manufacturer of the injection for any possible
incompatibility with the materials frequently used in
syringe construction. The types of material that have
received wide acceptance are included in appendix A. If an
incompatibility exists, the injection should be suitably
labelled.

The above-mentioned methods of test can only be regarded
as means of indicating incompatibility. The only conclusive
test is that of an individual injectable fluid with a specific
syringe. The impossibility of testing any one injection fluid
with all available syringes is recognized and it is strongly
recommended that regulatory authorities, pharmacopoeiae
and relevant trade associations should recognize the problem
and take appropriate measures to assist manufacturers.

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

Hypodermic syringes specified in this Part of BS 5081 are
intended for use with hypodermic needles specified in

BS 5081 : Part 2. They will also fit with the needles
specified in BS 3522 and 1SO 7864.

Compliance with a British Standard does not of itself
confer immunity from legal obligations.
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* Published by the Department of Health and Social Security and available from Her Majesty's Stationery Office. ISBN 011°32077070.
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Specification

1 Scope

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

NOTE 1. The syringes covered by this Part of BS 5081 are intended
for use immediately after filling. They are not intended for
containing injectable fluids or samples over extended periods,

for example, use in conjunction with perfusion pumps.

NOTE 2. This Part of BS 5081 does not cover syringes for the
injection of insulin {see BS 1619).

NOTE 3. The titles of the publications referred to in this standard
are listed on page 9.

2 Definitions

For the purposes of this Part of BS 5081 the following
definitions apply.

2.1 graduated capacity. That volume of water at 20 £ 5 °c
expelled from the syringe when the fiducial line on the
piston traverses a given scale interval or intervals.

2.2 fiducial line. A line circumscribing the end of the
piston for determining the capacity corresponding to any
scale reading of the syringe.

NOTE. The nomenclature of components of hypodermic syringes
for single use is given in figure 1.

3 Freedom from biological hazard

Syringes 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 viewed by normal or corrected vision without
magnification, the surface of the hypodermic syringe
which comes in contact with injection fluids during normal
use shall be free from particles and extraneous matter,

5 Limits for extractable matter

5.1 Limits for acidity or alkalinity

When determined with a laboratory potentiometric pH
meter and using a general purpose electrode, the pH value
of the extract prepared as described in appendix C shall be
within one unit of pH of that of the control fluid.

5.2 Limits for extractable metals

When tested by a recognized microanalytical method,

for example by an atomic absorption method, an extract
prepared as described in appendix C shall not contain more
than a combined total of 6 mg/kg of lead, tin, zinc and iron,
and the cadmium content of the extract shall be less than
0.1 mg/kg.

*1¢St=10"% m?/s = 1 mm?/s.
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NOTE. The drawing is intended to be illustrative of
components of a syringe but does not otherwise form
part of this Part of BS 5081. The piston/plunger assembly
may or may not be of integral construction and may
incorporate more than one seal.

Figure 1. Schematic representation of hypodermic
syringe for single use

6 Lubricant

If the interior surfaces of the syringe, including the piston,
are lubricated, the lubricant shall not form pools of fluid.

NOTE. The quantity of lubricant used should not exceed 0.25 mg
per square centimetre of the internal surface area of the syringe

barrel. An acceptable lubricant, applied undiluted, owme nts

siloxane having a viscosity of not less thar 1. 000 cSt* at 25 "C.
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