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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.
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Introduction

The purpose of this document 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 chpmical resistance equal to that of those made from borosilicate glass for single use, This level of
chernical resistance is maintained as long as the interior surface is not destroyed by chemidal attack, in
whigh case it is reduced to that of untreated soda-lime glass.

Becqduse containers may be made from different types of glass and because it is the chemicgl behaviour
of the internal surface which is important when they are filled with injectable preparptions, it is
esseptial to specify test procedures by which this performance can be @easured. The |procedures
recommended in this document permit this performance, based on the)hydrolytic resistance to be
meapured and, from the result of measurement, it is possible to classify containers into their correct
catepory. The procedure also allows containers to be tested and to’determine, after an igtermediate
stagk, whether the hydrolytic resistance is produced by the compesition of the glass as a material or by
a trdatment of the internal surface.

© ISO 2018 - All rights reserved v
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document specifies the form, dimensions and capacities of glass vials for injectable pi
o specifies the material from which such containers are made and the performatnce re

document is applicable to colourless or amber glass containers madeyftom borosilicy

Normative references

titutes requirements of this document. For dated teferences, only the edition cited

V19, Glass — Hydrolytic resistance of glass grains at 98 degrees C — Method of test and cld
/20, Glass — Hydrolytic resistance of glass grains at 121 degrees C — Method of test and c

1802-1, Glassware — Hydrolytic resistance of the interior surfaces of glass container
rmination by titration method and-¢lassification

1802-2, Glassware — Hydrolytic resistance of the interior surfaces of glass container
rmination by flame spectrometry and classification

Terms and definitions
he purposes of this document, the terms and definitions given in ISO 4802-1 and ISO 44

ind [EC maintain terminological databases for use in standardization at the following a

SO Online browsing platform: available at http://www.iso.org/obp

eparations.
quirements

ite or soda-

glass, made from glass tubing, whether internally surface-treated ornot, and intended to be used
in the packaging, storage or transportation of products intended for inje¢tion.

following documents are referred to in the text in such a way that some or all of their content

hpplies. For

ited references, the latest edition of the referencedidocument (including any amendmerts) applies.

ssification
assification

¢ — Part 1:

b — Part 2:

02-2 apply.

ddresses:

ECElectropedia: available at http://www.electropedia.org/

4 Dimensions

The dimensions of injection vials made of glass tubing shall meet the requirements of Figure 1, Figure 2
or Figure 3, as appropriate, and Table 1; the brimful capacity and mass shall be as shown in Table 1.
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Dimensions in millimetres
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a  The opening of the vial should have a constant diameter, over theentire distance, h3, i.e. it should exh
cylindri¢al shape. A slightly conical shape can be accepted if thefellowing requirements are fulfilled:

— the fruncated cone has the height h3;
— the larger diameter is located at the flange or as agreed upon;
— the larger diameter does not exceed the smaller pne by more than 0,3 mm.

bit a

b The perpendicularity tolerance a (as defined in 1S0.1101) is a limit for the deviation of the plumb-line through

the centfe of the bottom part and the axis of the'vial at the upper edge of the flange; it is measured at the
¢ Edges sljghtly rounded.
d = R0,8 (& chamfer shaped with ~ 45° is«alternatively also feasable).

Figure 1 — Typical example-of injection vial made of glass tubing containing a neck finish

without blow back — Model A

brim.
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Dimensions in millimetres
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a  The per

bendicularity tolerance a (as defined in ISO 1101) is a limit for the deviation of the plumb-line thrpugh

the centfe of the bottom part and the axis of the vial at the upper edge-of the flange; it is measured at the prim.
b Edges slightly rounded.
c This valpie should not exceed 0,4 mm in order to avoid the wall becoming too weak. This dimension hals not

been givlen as a requirement because it is not possible to méasure it adequately.

d  =xR08(

NOTE F

h chamfer shaped with = 45° is alternatively alsg feasable).

but slightly rfounded.

gure 2 and Figure 3 illustrate ideal presentations. The transition to blow back is not sharp-ejdged

Figure 2 < Typical example of injection vial made of glass tubing containing a neck finish with

blow back (European style) — Model B
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Dimensions in millimetres

Fig
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EXAMPLE 3

[he perpendicularity tolerance a (as defined in ISO 1101) is a limit for the deviation of the plumb
the centre of the bottom part and the axis of the vial at the,upper edge of the flange; it is measure

Edges slightly rounded.
k RO,8 (a chamfer shaped with ~ 45° is alternatively also feasable).

hire 3 — Typical example of injection vial made of glass tubing containing a neck f
blow back (American style) — Model C

Designation

MPLE 1  Aninjection vial(model A), size 10 (10R), made of amber glass (br) tubing of hydrolyt
hiner class ISO 4802 - HC 1+(1) complying with the requirements specified in this document is d
vs:

Vial ISO 83621 -A-10R-br-1

MPLE 2 An'injection vial (model B), size 10 (10R), made of amber glass (br) tubing of hydrolyt
hiner class 150 4802 - HC 1 (1) complying with the requirements specified in this document is d
vs:

Vial ISO 8362-1 - B-10R - br -1

-line through
H at the brim.

inish with

icresistance
esignated as

icresistance
esignated as

An injection vial (model C), size 15 (15R), made of colourless (cl) glass of hydrolyt

ic resistance

container class ISO 4802 - HC 1 (1) complying with the requirements specified in this document is designated as
follows:

Vial ISO 8362-1-C-15R-cl-1

6 Material

Colourless (cl) or amber (br) borosilicate glass or soda-lime glass of one of the following hydrolytic
resistance grain classes shall be used:

[SO 720 - HGA 1;
[SO 719 - HGB 3 or ISO 720 - HGA 2.
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