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BS 2463 : Part 2 : 1989

Foreword

This Part of BS 2463 has been prepared under the direction
of the Health Care Standards Committee. Together with
BS 2463 : Part 1* it is a revision of BS 2463 : 1962, which
will be withdrawn on publication of BS 2463 : Part 1.
BS 2463 : 1962 specified requirements for administration
sets for use with glass transfusion bottles, which require
venting. With the introduction of sterile single use plastics
collapsible containers for blood and its components,
administration sets without air inlets are now used and this
Part of BS 2463 introduces requirements for these sets.
However, glass containers are still used for protein
solutions and other intravenous fluids. Therefore
requirements are also included for administration sets that
have integral or separate air inlets.
The requirements specified in this Part of BS 2463 are
intended to ensure, as far as possible, the following:

(a) that the qualities of blood, its components and

fluids other than blood are maintained when administered

to the patient;

(b) that the administration sets for blood and blood

components are suitable for use with collapsible

containers complying with BS 2463 : Part 1;

(c) that the intended contents of the containers can be

efficiently and safely administered to the patient.
Particular attention is paid to reducing to a minimum the
risk of the following:

(1) contamination;

(2) air embolism during administration;

(3) interaction between the administration sets and the

fluids passing through them;

(4) possible leaching of deleterious substances from the

materials from which the administration set is made.
The importance of subvisible particle testing has been
recognized and procedures and limits are currently under
review.
Care should be taken when administration sets are used
with infusion pumps because of the pressure that may be
generated within the tubing of the administration set.

Compliance with a British Standard does not of itself
confer immunity from legal obligations.
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AMD 6332

Amendment No. 1
published and effective from 30 September 1991

to BS 2463 : Part 2 : 1989

Transfusion equipment for medical use
Part 2. Specification for administration sets

Revised text

AMD 6332 Foreword
September 1991
At the end of the foreword insert the following two new paragraphs.

1

Product certification. Users of this British Standard are
advised to consider the desirability of third party certification
of product conformity with this British Standard based on
testing and continuing surveillance, which may be coupled
with assessment of a supplier’s quality systems against the
appropriate Part of BS 5750.

Enquiries as to the availability of third party certification
schemes will be forwarded by BSI| to the Association of
Certification Bodies. If a third party certification scheme
does not already exist, users should consider approaching
an appropriate body from the list of Association
members.’

\MD 6332 Clause 2.2 Sterility

eptember 1991 Delete the clause title and substitute the following new title.

‘Maintenance of sterility’
In paragraph 1, line 1, delete ‘sterile’.
Delete note 1 entirely and substitute the following.

‘.

NOTE 1. British Standards on methods of controlling and validating
sterilization processes are in preparation.’

AMD 6332 Clause 13.1 Labelling of unit containers

September 1991 After item (b) insert the following.

‘NOTE. In microbiology, ‘sterile’ means free from all living
organisms. In practice, however, it means the condition of a
product that has been subjected to a validated sterilization
process and maintained in this state by suitable protection.’
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BS 2463 : Part 2 : 1989

Specification

1 Scope

This Part of BS 2463 specifies requirements for
administration sets, including burette sets, for general use
with blood, blood components and fluids other than blood.
The administration sets specified are for single use with
containers that require venting, e.g. glass bottles, or
containers that do not require venting, e.g. collapsible
containers. The burette sets are intended for paediatric use
and for other purposes for which the quantity of fluid
administered needs to be monitored carefully or controlled.
Requirements are also included for air-inlet devices that are
supplied separately from the administration set. Their use
is essential with administration sets not having an integral
air-inlet device when used with containers that need
venting, e.g. glass bottles.

Administration sets for use with platelet concentrates and
cryoprecipitates and those for other specialist uses are
excluded from this standard.

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

2 General

2.1 Components

All administration sets shall include a closure-piercing
device, a filter enclosed in a transparent chamber, a trans-
parent drip chamber, a length of tubing with a flow
regulator, a site for the injection of drugs or other solutions
and a Luer connector.

For all blood administration sets, the filter chamber shall
precede the drip chamber.

NOTE 1. Typical administration sets are shown in figures 1 and 2.
NOTE 2. The Luer connector may be of the locking type.

NOTE 3. The filter chamber may be integral with the drip chamber.

NOTE 4. Administration sets intended for use with containers that
require venting should either incorporate an air-inlet device
integral with the closure-piercing device or be used with a separate
air inlet device (see figure 3). Requirements for such devices are
specified in clause 3.

2.2 Sterility

Administration sets shall be supplied sterile in a unit
container.

NOTE 1. The manufacturer should on request provide evidence of
the efficacy of the sterilization process used.

All extremities of the administration set shall be provided
with protectors that maintain sterility of the internal parts
of the set.

NOTE 2. The protectors should be secure but easily removable.

2.3 Biological hazards

2.3.1 Haemolysis. When tested in accordance with
appendix A, the 0.5 % sodium chloride solution shall not
give a haemolysis value greater than 10 % and the 0.4 %
sodium chloride solution shall not give a haemolysis value
that differs by more than 10 % from that given by the
control solution.
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2.3.2 Chemical extracts. When tested separately in
accordance with appendix B, the plastics tubing used for
the administration sets, the plastics filters and all plastics
components in the fluid pathway shall comply with the
following requirements.
(a) Oxidizable matter. The difference between the
volumes of 0.01 mol/L sodium thiosulphate solution
used for the test solution and for the blank shall be
not greater than 2.0 mL.
(b) Ammonia. The colour developed by the extract shall
be no more intense than that obtained by treating the
ammonia reference solution.
(c) Organic phosphorus. The colour produced shall be
no more intense than that obtained by treating 25 mL
of the blank solution.
(d) pH. The pH of the extract shall be between 4.5
and 7.0.
(e) Residue on evaporation. The residual mass of the
extract shall not exceed that from the blank by more
than 3.0 mg.
(f) Clarity and colour. The extract shall be clear and
colourless when compared with the blank.
(g) Other elements. The extract shall contain not more
than 1 mg/kg of antimony, arsenic, barium, chromium,
copper, lead, silver and tin and not more than 0.1 mg/kg
of cadmium.

2.3.3 Biological hazard. When the device in its final form
is tested according to the principles and methods
recommended in BS 5736 : Parts 1 and 3 to 6, it shall be
assessed as being free from biological hazard.

Extracts for the pyrogenicity test given in BS 5736 : Part 5
shall be prepared in accordance with appendix C.

3 Closure-piercing and air-inlet devices

3.1 General
The closure-piercing device, and the air-inlet device if used,
shall be capable of piercing and penetrating the closure of a
fluid container without coring or prepiercing, and when
inserted into the closure to its maximum depth the
following requirements shall be complied with.
(a) When the fluid container is freely suspended there
shall be no leakage from the connection during a period
of 24 h.
(b) When a pull force is applied at a rate of 200 mm/min
up to 25 N the device shall not become detached.

NOTE. A composite closure-piercing device should not be used
with a collapsible container.

3.2 Closure-piercing device

The closure-piercing device shall be 28 = 1 mm in length
and shall be uniformly tapered from 5.6 + 0.1 mm outside
diameter at its base to 4.9 * 0.2 mm outside diameter at
22 mm from its base.

No part of the bore of the closure-piercing device shall be
less than 5 mm? in cross-sectional area for administration

sets for use with blood and blood components.
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