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Foreword

ISO (the International Organization for Standardization) isZa| worldwide
federation of national standards bodies (ISO member bodies). The work of

preparing International Standards is normally carried™out through 1SO

technical committees. Each member body interested in a
which a technical committee has been established has the
represented on that committee. International orgahizations, gd

subject for
right to be
vernmental

and non-governmental, in liaison with ISO, also.take part in thg work. ISO

collaborates closely with the International Electrotechnical (
(IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical com
circulated to the member bodiescfor Voting. Publication as an |
Standard requires approval by at'léast 75 % of the member bo
a vote.

International Standard 1S©+11040-4 was prepared by Technical
ISO/TC 76, Transfusioninfusion and injection equipment for mq

ISO 11040 consists of the following parts, under the general ti
syringes:

Part*1:-Glass cylinders for dental local anaesthetic cartridg

Part 2: Plungers and discs for dental local anaesthetic cart,

Part 4: Glass barrels for injectables

Part 5: Plungers for injectables

Annex A of this part of ISO 11040 is for information only.

ommission

Mittees are
hternational
lies casting

Committee
pdical use.

tle Prefilled

D

S

ridges

Part 3: Aluminium caps for dental local anaesthetic cartridges
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Introduction

For the parg
injection via
liquid pharm
inge combin
means the

hypodermic
consuming,
nation.

To ensure S
for single u
syringes pe
tively simpls

Based on th
such as rub|
The producq
achieve a dsg

bnterai use of iiquid pharmaceuticai products, ampouies and
s are mainly used at present. However, for the injection of the
aceutical products contained in those vials, a hypodermic syr-
ed with the appropriate injection needle is also needed. This
iquid pharmaceutical product has to be transferred into the
syringe before its final use. This procedure is not only time-
but also presents a great number of possibilities for contami-

afe use of a liquid pharmaceutical product, prefilled syringes
e are already on the market. Without doubt, such prefilled
mit immediate injection of the product contained after rela-
handling.

e diameter of the prefilled syringes, appropriate components,
ber plungers and aluminium caps, can also be standardized.
prs of filling machines can apply this part of ISQ~17040 to
gree of standardization in the equipment of the machines.
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Prefilled syringes —

Part 4:
Glasg barrels for injectables

1 Scope

This part{of ISO 11040 applies to tubing-glass barrels
(single-chamber design) for injection preparations and
specifies| materials, dimensions and performance de-
tails.

Glass bafrels from tubing glass in accordance with
this part| of ISO 11040 are intended for single use
only. In [conjunction with the right sealing compo-
nents, they offer a safe system for parenteral use.

2 Normative references

The follgwing standards contain_provisions which,
through reference in this text, ¢onstitute provisions of
this part pf ISO 11040. At the-time of publication, the
editions indicated were valid; All standards are subject
to revisidn, and parties,to) agreements based on this
part of I$O 11040 are<encouraged to investigate the
possibility of applying the most recent editions of the
standard$ listed—b&low. Members of IEC and ISO
maintain fregisters of currently valid International Stan-
dards.

3 Dimensionsand designation
3.1 Dimensions

The dimfensions of the glass barrel shall be as shown
in figure:-1 and given in table 1.

3.2 Designation

The barrel designation shall comprise, in the following
order, the descriptor “Barrel”, a reference] to this part
of ISO 11040, the nominal volume, expredsed in milli-
litres, the letters “Ig” if the long version, apd the glass
colour.

EXAMPLE

A barrel with a nominal volume of 1 ml with long ver-
sion (Ig) made of colourless glass (cl) conplying with
the requirements of this part of 1ISO 11040 is desig-
nated as follows:

Barrel ISO 11040-4 -1 -1g - cl

4 Requirements

4.1 Material

ISO 720:1985, Glass — Hydrolytic resistance of glass
grains at 121 °C — Method of test and classification.

ISO 4802-1:1988, Glassware — Hydrolytic resistance
of the interior surfaces of glass containers — Part 1:
Determination by titration method and classification.

ISO 4802-2:1988, Glassware — Hydrolytic resistance
of the interior surfaces of glass containers — Part 2:
Determination by flame spectrometry and classifi-
cation.

4.1.1 The material shall be colourless (cl) or amber
(br) glass of the hydrolytic resistance grain class
HGA 1 in accordance with ISO 720.

It shall correspond to glass type 1 of the European
Phamacopoeia and United States Pharmacopoeia.

4.1.2 If the glass tubing supplier wants to change the
chemical composition of the glass material or the col-
ouring, the user shall be notified of the change at least
nine months in advance.


https://standardsiso.com/api/?name=6c9d8e053731603dbd3538a00bb8eaee

ISO 11040-4:1996(E)

®d,

Head design shall be agreed upon

L~ between manufacturer and customer

©1S0O

Dimensions in millimetres

hq

a,

I

®4d,

L 0,075 max. for 0,5 ml nominal volume
0,1 max. for~1ml fo 10 mL nominal volume
0,225 max. for 20 ml nominal volume

Table 1 — Barrel dimensions

Figure 1 — Typical example-of glass barrel and glass finger-grip for prefilled syringe

Dimensions en m|llimétres
Glass barrel Finger-grip
Nominal
volume d, d, L 5, h, d, d
ml noms tol. nom. tol. nom. tol. = nom. tol. nom. tol. nom. tol.
0,5 6,85 4,65 47,6 1.1 1,8 13,4 10,5
+0,1 +0,5 +0,4 04
1 (long) 8,15 6,35 54 0,9 1.9 13,8 11
1 10,85 8,65 35,7 +05 1.1 2,2 17,75 14,7
2 10,85 | +0,1 | 8,65 49 o 11 2,2 17,75 075 14,7
+
2,25 10,85 8,65 54,4 11 2,2 +0,5 17,75 | — 14,7 +05
3 10,85 865 | +02 | 72,2 1,1 2,2 17,75 14,7 '
5 14,45 11,85 66,7 1,3 2,4 23 19,5
1 17, 14,2 87,25 | £0,75 | 1,4 2,5 27 21,5
0 05 +0,2 ° +0,6 +1
20 22,05 19,05 96,8 1,5 3,1 32,25 25,9 +0,6
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4.2 Performance

4.2.1 Hydrolytic resistance

When tested in accordance with ISO 4802-1 or
ISO 4802-2, the hydrolytic resistance of the internal
surface of the glass barrel shall comply with the re-
quirements of hydrolytic resistance container class
ISO 4802-HC 1.

Before conducting the test, the bottom end of the bar-
rel shall be sealed with a suitable closure element,
e.g. a silicon rubber closure.

ISO 11040-4:1996(E)

ing 40 nm per millimetre of glass thickness, when the
glass barrel is viewed in a strain viewer.

The test method for residual stress shall be agreed
upon between glass manufacturer and customer.

5 Marking

The number of pieces and the designation (see 3.2),
together with the name or the symbol of the manufac-

422 Alnnealing quality

If the gldss barrel is annealed, the maximum residual
stress sHall not produce an optical retardation exceed-

turer of the gtass barret, shattbe shown gn the pack-
age.

Further marking shall be made only by qrrangement
between manufacturer and customer.
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