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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.

The proceglures used to develop this document and those intended for its further maintenanee
described In the ISO/IEC Directives, Part 1. In particular the different approval criteria needed{or
different types of ISO documents should be noted. This document was drafted in accordance 'with
editorial ryles of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).
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Containers and accessories for pharmaceutical
preparations —

Part 1:
Drop-dispensing glass bottles
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Scope

5 document specifies the design, dimensions, material and requirements of drop-dispe
les. Drop-dispensing glass bottles are applicable to primary packs used in diteet contact

5 document is applicable to drop-dispensing glass bottles used in pharmacy. Togethe
‘esponding closure systems, they serve for packaging of pharmaceutical preparations wh
nded for parenteral use.

E The potency, purity, stability and safety of a drug during its manufacture and storage can
rted by the nature and performance of the primary pack.

Normative references

following documents are referred to in the text'in such a way that some or all of th
Stitutes requirements of this document. For'dated references, only the edition cited 3
ated references, the latest edition of the referenced document (including any amendmen

719, Glass — Hydrolytic resistance of glass grains at 98 degrees C — Method of test and cla:
720, Glass — Hydrolytic resistange of glass grains at 121 degrees C — Method of test and cl

1101, Geometrical product Specifications (GPS) — Geometrical tolerancing — Tolerand
ntation, location and run-gut

4802-1, Glassware = Hydrolytic resistance of the interior surfaces of glass containers
brmination by titratieyr method and classification

4802-2, Glassware — Hydrolytic resistance of the interior surfaces of glass containers
ermination by flame spectrometry and classification

7459, Glass containers — Thermal shock resistance and thermal shock endurance — Test m

81183, Glass containers — Resistance to vertical load — Test method

hsing glass
yith a drug.

r with the
ich are not
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bir content
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1ssification

es of form,

— Part 1:

— Part 2:

ethods

3

Terms and definitions

No terms and definitions are listed in this document.

ISO and [EC maintain terminological databases for use in standardization at the following addresses:

[EC Electropedia: available at http://www.electropedia.org/

[SO Online browsing platform: available at http://www.iso.org/obp
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4 Dimensions and designation

4.1 Dimensions

The dimensions of drop-dispensing glass bottles shall be as shown in Figure 1 and as given in Table 1.

Tolerancing of form, orientation, location and run-out not specified in this document shall be in
accordance with ISO 1101.

4.2 Designation

Drop-dispsg
document,

EXAMPLE
hydrolytic 1

5 Requ
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The mater
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or ISO 720

5.2 Performance

5.2.1 Ve

The resist4

5.2.2 Hydrolytic resistance

When test
surface of
resistance

5.2.3 Thermal shockresistance

Drop-dispsg
when testé

nsing glass bottles for pharmaceutical use shall be designated by a reference rté
followed by the nominal volume and the colour of the glass.

A drop-dispensing glass bottle of nominal volume 100 ml, made of colourless glass (c
esistance container class ISO 4802-HC 3, in accordance with this document is designated as follo

Drop-dispensing glass bottle ISO 11418-1 - 100 - cl

irements

brial

al shall be colourless (cl) or amber (br) borosilicate glass (see ISO 4802-1 or ISO 4802-2
Gilica glass (see 1SO 4802-1 or ISO 4802-2) of hydrolytic resistance grain class ISO 719-H(
HGA 2.

rtical load resistance

nce to vertical load shall be in accordance with ISO 8113.

bd in accordance with~JSO 4802-1 and ISO 4802-2, the hydrolytic resistance of the inte
the drop-dispensing-glass bottle shall comply with the requirements of the hydrol
container class 1S9*4802-HC 3.

nsing glass bottles shall withstand the thermal shock of a temperature difference of 4
d irnaccordance with the thermal shock resistance test specified in ISO 7459.

this
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) or
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6 Marking

The drop-dispensing glass bottle shall be marked with the information specified in Figure 1.
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manufacturer’s trademark

neminal volume (optional)
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bottom surface may be granular, flat or riffled
manufacturer’s code/designation of the mould
blow back within the range 2 mm to 5 mm > 0 mm to entry bore diameter for seating a plastic liner

The number of the mould may be placed on the curve r3, on the bottom or on the shoulder of the bottle but not
on the cylindrical part to avoid any conflict of contact.

Entry bore.
The approximate values are at the manufacturer’s discretion.

Figure 1 — Typical drop-dispensing glass bottle, showing marking locations
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Table 1 — Nominal volume, brimful capacity and dimensions of drop-dispensing glass bottles

Dimensions in millimetres

Nominal N:)lrl'lllmmflllllln a & & hy h3 hyg ri r r4 t Mass
volume capacity nom. | tol. | nom. | tol. g
ml ml ~ x x x x x ~
5 7 0,80 22,5 [+0,5| 53,2 | #0,6 {378 (341 | 455 (15| 2,5 |15|15| 27
10 14 0,85| 25,0 [+0,5| 60,7 | +0,8 |45,2|375| 540 (30| 71 |20|15| 28
15 20 100} 285 |£05] 652 |+091495/395| 585 [30] 80 [20]20] 33
20 25 1,00 29,5 |+0,6| 72,2 | x0,9 |56,5|46,0| 655 |40| 80 |2,0]15|'3
30 36 1,05| 33,0 |#0,5| 80,2 | 1,0 |64,5|52,5| 72,0 |40| 90 |25|20) 4p
50 58 1,20| 38,0 |+x0,6 | 91,7 | #1,0 | 76,0 | 60,0 | 84,0 |50 | 12,0 | 2,520 | 6p
100 110 1,50 | 47,0 |+0,6 | 110,7 | #1,1 |95,0 75,0 1034 | 5,0 | 14,0 ;310 | 2,0 | 108
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