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In accordance with the provisions of Council Resolution 15/1993, this document is circulated in the
English language only.
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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. 1ISO shall not be held responsible for identifying any or all such patent rights.

Amendment 1 to ISO 8362-1:2003 was prepared by Technical Committee ISO/TC 76, Transfusion, infusion
and injection equipment for medical and pharmaceutical use.

The purpose of this Amendment is to develop further types of neck finishes for injection vials (model B and
model C) in order to meet the market actualities:
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Injection containers and accessories —

Part 1:
Injection vials made of glass tubing

AMENDMENT 1

Page 1, Dimensions

Replace the first paragraph by the following:
The dimensions of injection vials made of glass tubing shall meet the requirements of Figure 1 or
Figure 2 or Figure 3 and Table 1; the overflow capacity and mass shall be as shown in Table 1.

Page 2, Figure 1

Replace the legend of Figure 1 by the following:

Figure 1 — Typical example of injection vial made of glass tubing containing a neck finish
without blowsback’— Model A
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Add Figures 2 and 3 including the following NOTE:

NOTE The drawings illustrate ideal presentations. The transition to blow back is not sharp-edged but slightly
rounded.

Dimensions in millimetres
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The perpendicularity tolerance a (as defined 'in“1ISO-1101)"is -a«limit-for the"deviation of the plumb-line through the
centre of the bottom part and the axis of the vial at the upper edge of the flange; it is measured at the brim.

Edges slightly rounded.
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This value should not exceed 0:3'mm‘in'order'to’ avoid:that the‘wall becomes-too'weak. This dimension has not been
given as a requirement because it is not possible’to'measure it-adequately:

Figure 2 — Typical example of injection vials made of glass tubing containing a neck finish
with blow back (European style) — Model B
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Dimensions in millimetres
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@  The perpendicularity tolerance a (as defined in ISO 1101) is a limit for the deviation of the plumb-line through the
centre of the bottom part and the axis of the vial at the upper edge of the flange; it is measured at the brim.
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b Edges slightly rounded.

Figure 3 — Typical example ‘of injection vials-made ‘of‘glass tubing containing a neck finish
with blow back (American style) — Model C

Page 3, Designation
Replace the example by the following three examples:

EXAMPLE 1 An injection vial (model A), size 10 (10R), made of amber glass (br) tubing of hydrolytic resistance
container class 1ISO 4802 — HC 1 (1) complying with the requirements specified in this part of ISO 8362 is designated as
follows:

Vial ISO 8362-1 — A-10R — br —1
EXAMPLE 2 An injection vial (model B), size 10 (10R), made of amber glass (br) tubing of hydrolytic resistance
container class ISO 4802 — HC 1 (1) complying with the requirements specified in this part of ISO 8362 is designated as
follows:

Vial ISO 8362-1 - B — 10R — br —1

EXAMPLE 3 An injection vial (model C), size 15 (15R) , made of colourless (cl) glass of hydrolytic resistance container
class ISO 4802- HC 1 (1) complying with the requirements specified in this part of ISO 8362 is designated as follows:

Vial ISO 8362-1 - C - 15R —cl -1
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