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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established ha% right to be represented on that committee. International organizations, governmental and
non-governmentalgin liaison with ISO, also take part in the work. ISO collaborates closely with the
International Ele@echnical Commission (IEC) on all matters of electrotechnical standardization.

International Standé?ar,e drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of techn ommittees is to prepare International Standards. Draft International Standards
adopted by the technical mittees are circulated to the member bodies for voting. Publication as an
International Standard requi pproval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibiify)that some of the elements of this document may be the subject of patent
rights. ISO shall not be held respon@g for identifying any or all such patent rights.

*

ISO 11040-4 was prepared by Technioﬁ?ommittee ISO/TC 76, Transfusion, infusion and injection equipment
for medical and pharmaceutical use.

This second edition cancels and replaces)@ first edition (ISO 11040-4:1996) which has been technically
revised. A

ISO 11040 consists of the following parts, under t eneral title Prefilled syringes:
— Part 1: Glass cylinders for dental local anaesthe%rtridges

— Part 2: Plungers and discs for dental local anaesthe@rtridges

— Part 3: Aluminium caps for dental local anaesthetic cartri@s

— Part 4: Glass barrels for injectables @/

— Part 5: Plungers for injectables @
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Introduction

For the parenteral use of liquid pharmaceutical products, at present ampoules and injection vials are mainly
used. However, for the injection of the liquid pharmaceutical products contained in those vials, a hypodermic
syringe combined with the appropriate injection needle is also needed. This means the liquid pharmaceutical
product has to be transfegred to the hypodermic syringe before its final use. This procedure is not only time-
consuming, but also preSepts a great number of possibilities for contamination.

To ensure safe use of a ﬂ@d pharmaceutical product, prefilled syringes for single use are already on the
market. Without doubt, su efilled syringes permit immediate injection of the product contained after
relatively simple handling. 66

Based on diameter of the prefille inges, appropriate components, such as rubber plungers and aluminium
caps, can also be standardized. Th ducers of filling machines can apply this part of ISO 11040 to achieve
a degree of standardization in the equi nt of the machines.
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5.
<9

1 Scope

This part of ISO 11040 a s to tubing-glass barrels (single-chamber design) for injection preparations and
specifies materials, dimensi and performance details.

Glass barrels from tubing glass ccordance with this part of ISO 11040 are intended for single use only. In
conjunction with the right sealing onents, they offer a safe system for parenteral use.

.

@
2 Normative references

The following referenced documents are)@spensable for the application of this document. For dated
references, only the edition cited applies undated references, the latest edition of the referenced
document (including any amendments) applies. @

ISO 594-1, Conical fittings with a 6 % (Luer) @r for syringes, needles and certain other medical
equipment — Part 1. General requirements

ISO 594-2, Conical fittings with 6 % (Luer) taper for syrir@, needles and certain other medical equipment —
Part 2: Lock fittings @

ISO 720:1985, Glass — Hydrolytic resistance of glass grainsa? 1 °C — Method of test and classification

ISO 4802-1:1988, Glassware — Hydrolytic resistance of the mte@gurfaces of glass containers — Part 1:
Determination by titration method and classification @

ISO 4802-2:1988, Glassware — Hydrolytic resistance of the interior s;r%es of glass containers — Part 2:
Determination by flame spectrometry and classification :
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