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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 2:
Screw-neck glass bottles for syrups

1
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Scope

5 document specifies the design, dimensions, material and requirements of screw<neck g
[pharmaceutical preparations in liquid form (syrups). Screw-neck glass bottles are ap

prifnary packs used in direct contact with a drug.
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5 document is applicable to screw-neck glass bottles used in pharmacy. Together
‘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 duringitssmanufacture and storage can
Cted by the nature and performance of the primary pack.

Normative references

following documents are referred to in theitext in such a way that some or all of th
Ktitutes requirements of this document. Fo¥ dated references, only the edition cited 3
ated references, the latest edition of thexeferenced document (including any amendmen

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

1101, Geometrical productspecifications (GPS) — Geometrical tolerancing — Tolerand
ntation, location and rufi-out

4802-1, Glassware_~="Hydrolytic resistance of the interior surfaces of glass containers
brmination by tittation method and classification

4802-2, Gldssware — Hydrolytic resistance of the interior surfaces of glass containers
brmination\by flame spectrometry and classification

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

ISO

ass bottles
plicable to

with the
ich are not

be strongly

Pir content
pplies. For
[s) applies.

sification
issification

es of form,

— Part 1:

— Part 2:

ethods

8113, Glass containers — Resistance to vertical load — Test method

3

Terms and definitions

No terms and definitions are listed in this document.

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

IEC Electropedia: available at http://www.electropedia.org/

ISO Online browsing platform: available at http://www.iso.or

© ISO 2016 - All rights reserved
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4 Dime

4.1 Dim

nsions and designation

ensions

The dimensions of screw-neck glass bottles for pharmaceutical preparations in liquid form shall be as
shown in Figure 1 and as given in Table 1.

The neck finish of screw-neck glass bottles shall comply with Annex A, Figure A.1 or Figure A.2, as

appropriate.

Tolerancing—of form_orientation location and run-out not cppr‘ifinﬂ in this document shall be in
accordance¢ with ISO 1101.

4.2 Designation

Screw-neck glass bottles for pharmaceutical use shall be designated by a reference to.this document,
followed by the nominal volume, the colour of the glass and bore size.

EXAMPLE A screw-neck glass bottle of nominal volume 500 ml, made of colourléss glass (cl) of hydrolytic
resistance dontainer class ISO 4802-HC 3, in accordance with this document is desighated as follows:
Screw-nedk glass bottle ISO 11418-2 - 500 - cl

5 Requjrements

5.1 Material

The materfal shall be colourless (cl) or amber (br) borgsilicate glass (see ISO 4802-1 or ISO 4802-2) or
soda-lime-filica glass (see ISO 4802-1 or ISO 4802-2).af hydrolytic resistance grain class ISO 719-H(B 3
or ISO 7201HGA 2.

5.2 Performance

5.2.1 Vertical load resistance

The resistdnce to vertical load shall-be in accordance with ISO 8113.

5.2.2 Hydrolytic resistance

When tested in accordafice with 1SO 4802-1 and ISO 4802-2, the hydrolytic resistance of the intefnal
surface of the screw=nieck glass bottle shall comply with the requirements of the hydrolytic resistqnce
container ¢lass 1S-4802-HC 3.

5.2.3 Thermal shock resistance

Screw-neck glass bottles shall withstand the thermal shock of a temperature difference of 42 °C when
tested in accordance with the thermal shock resistance test specified in ISO 7459.

6 Marking

The screw-

neck glass bottle shall be marked with the information specified in Figure 1.

© ISO 2016 - All rights reserved
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Key

[SOdetters (optional)
manufacturer’s trademark

hy

hs

%)

LU A WN

nominal volume (optional)

bottom surface may be granular, flat or riffled

manufacturer’s code/designation of the mould

The number of the mould may be placed on the curve r3, on the bottom or on the shoulder of the bottle.

Figure 1 — Typical screw-neck glass bottle, showing marking locations

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=5ff4685ebb7428651beeed28d24cdde3

ISO 11418-2:2016(E)

Table 1 — Nominal volume, brimful capacity and dimensions of screw-neck glass bottles for

syrups
Dimensions in millimetres
Nominal lvl[)ll{lllmlnfl:llln a & hy h3 hy r r r3 r4 Mass
volume capacity |nom.| tol. | nom. | tol 8
ml ml x X x x x x x
30 35,7 35,0 |+0,7| 670 |+0,8| 88 | 488 | 304 | 6,5 | 29,0 | 18,0 2,5 39
50 55,3 38,6 | 0,7 | 854 | 0,8 |10,0| 670 | 43,6 | 55 | 38,0 | 19,0 | 3,0 55
60 65,7 38,6 | 0,7 94 +0,8 (10,0 | 75,7 | 570 | 55 | 38,0 [ 19,0 3,0 6p
75 81,0 43,9 | 0,7 95 +0,8 (11,3 79,6 | 49,3 | 6,0 | 39,0 | 19,6 | 3,0 6)/
90 95,2 439 | 0,7 | 103,1 | +0,8 |11,3| 849 | 59,8 | 59 | 32,0 | 19,6 (13,0 6p
100 105,5 46,1 | £0,8 | 104,8 | £0,9 | 11,7 | 86,4 | 58,3 | 6,5 | 36,0 | 199y] 3,5 7R
105 112,5 46,1 | 0,8 | 109 | +0,8 |10,7| 90,6 | 60,8 | 6,5 | 34,0,/\¥8,0 | 3,0 7P
125 130,0 49,0 | £0,8 | 114,4 | 0,9 |12,5| 96,0 | 629 | 7,5 | 44,0~| 21,5 3,5 8B
150 154,5 51,6 | +0,8 | 122,8 | +0,9 | 13,0|104,4| 689 | 8,0 |~46,0 | 23,0 | 3,5 9B
180 185,2 54,7 | £0,9 | 1299 | +#1,0 | 14,0 | 111,5| 72,7 | 9,0. |~ 49,0 | 24,0 | 4,0 | 110
200 2049 57,0 | +0,9 | 133,3 | 1,0 | 14,5| 1144 | 73,0 {10,5| 51,0 | 25,0 | 4,0 | 130
250 255,2 61,7 | #1,0 | 1429 | #1,0 | 15,5]124,0| 78,0\f 12,0 | 550 |26,5|4,5| 145
300 309,2 65,6 | £1,0 | 151,3 | #1,0 | 16,5|132,4| 82,3 | 13,0 | 59,0 | 28,0 | 50 | 170
500 512,3 76,8 | £1,2 | 176,8 | #1,1 | 19,0 | 1579 973 | 15,0 | 69,0 | 32,5| 55| 240
1000 1010 97,5 | £1,5 | 215,6 | 1,3 | 24,0 | 196,7 | 119,2 | 17,0 | 84,0 | 41,0 | 7,0 | 430
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Annex A
(normative)

Neck finishes

Neck finishes of screw-neck glass bottles for syrups shall comply with Figure A.1 (19,4 mm bore) or
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Figure A.1 — 19,4 mm bore - 28 mm Bottle Neck Finish
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