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Foreword

The text of ISO 8362-1:2003 has been prepared by Technical Committee ISO/TC 76
"Transfusion, infusion and injection equipment for medical and pharmaceutical use" of the
International Organization for Standardization (ISO) and has been taken over as EN ISO 8362-
1:2004 by CMC.

This European Standard shall be given the status of a national standard, either by publication of
an identical text or by endorsement, at the latest by December 2004, and conflicting national
standards shall be withdrawn at the latest by December 2004.

This document supersedes EN 28362-1:1993.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of
the following countries are bound to implement this European Standard: Austria, Belgium,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.

Endorsement notice

The text of ISO 8362-1:2003 has been approved by CEN as EN ISO 8362-1:2004 without any
modifications.
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Annex ZA
(informative)

A-deviations

A-deviation: National deviation due to regulations, the alteration of which is for the time being
outside the competence of CEN/CENELEC member:

NOTE: Where standards fall under EC Directives it is the view of the Commission of the
European Communities (OJ No G 59, 9.3, 1982) that the effect of the decision of the Court of
Justice in case 815/79 Cremonini/Vrankovitch (European Court Reports 1980, p.3583) is that
compliance with A-deviations is no longer mandatory and that the free movement of products
complying with such a standard should not be restricted except under the safeguard procedure
provided for in the relevant Directive.

A-deviations in an EFTA country are valid instead of the relevant provisions of the European
Standard in that country until they have been removed.

The European standard is not in agreement with the European Pharmacopoeia, 4th Edition, §
3.2.1 "Glass containers for pharmaceutical use", which is mandatory in Sweden by "Svensk
Lakemedelsstandard 2004:1, page 25" and "Regulation LVFS 2004:1.
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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 has the right to be represented on that committee. International organizations, governmental and
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.
International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

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

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 8362-1 was prepared by Technical Committee ISO/TC 76, Transfusion, infusion and injection equipment
for medical and pharmaceutical use.

This second edition cancels and replaces the first edition (ISO 8362-1:1989), which has been technically
revised.

ISO 8362 consists of the following parts, under the general title Injection containers and accessories:
— Part 1: Injection vials'made of glass tubing

— Part 2: Closures for injection vials

— Part 3: Aluminium caps for injection vials

— Part 4: Injection vials made of moulded glass

— Part 5: Freeze drying closures for injection vials

— Part 6: Caps made of aluminium-plastics combinations for injection vials

— Part 7: Injection caps made of aluminium-plastics combinations without overlapping plastics part
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Introduction

The purpose of this part of ISO 8362 is to specify the dimensions, capacities, form and requirements of glass
vials intended for medical use. Containers made from glass tubing are considered to be suitable for the
packaging and storage of injectable preparations until they are administered for medicinal purposes. Such
containers may be made from different types of glass which can affect the chemical resistance properties; e.g.,
those made from borosilicate glass will have a very high level of chemical resistance whereas others made
from soda-lime glass will have a lower, but adequate, chemical resistance for the purpose for which they are
intended. The chemical resistance of the internal surface of containers made from soda-lime glass can be
improved by means of a treatment during production aimed at producing a chemical resistance equal to that of
those made from borosilicate glass for single use. This level of chemical resistance is maintained as long as
the interior surface is not destroyed by chemical attack, in which case it is reduced to that of untreated soda-
lime glass.

Because containers may be made from different types of glass and because it is the chemical behaviour of
the internal surface which is important when they are filled with injectable preparations, it is essential to
specify test procedures by which this performance can be measured. The procedures recommended in this
part of ISO 8362 permit this performance based on the hydrolytic resistance to be measured and, from the
result of measurement, it is possible to classify containers into their correct category. The procedure also
allows containers to be tested and to determine, after an intermediate stage, whether the hydrolytic resistance
is produced by the composition ofitheiglass as a materialior by a treatmentof the internal surface.

iv © ISO 2003 — Al rights reserved
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