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Foreword

A

ISO (the International @anization for Standardization) is a worldwide
federation of national stana§qs bodies (ISO member bodies). The work of
preparing International Starffdards is normally carried out through 1SO
technical committees. Each ﬁ%r body interested in a subject for which
a technical committee has been gstablished has the right to be represented
anizations, governmental and non-
Iso take part in the work. 1SO

al Electrotechnical Commission
ardization.

on that committee. International
governmental, in liaison with IS
collaborates closely with the Intern
(IEC) on all matters of electrotechnical

Draft International Standards adopted b@l@ Eechnical committees are
circulated to the member bodies for voting. mation as an International
Standard requires approval by at least 75 % o member bodies casting

a vote. Q

International Standard 1SO 11418-5 was prepared hnical Committee
ISO/TC 76, Transfusion, infusion and injection equipm Nor medical use.

ISO 11418 consists of the following parts, under @’ eneral title
Containers and accessories for pharmaceutical preparation

- Part 1: Drop-dispensing bottles 0
- Part 2: Screw-neck bottles for syrups %

- Part 3: Screw-neck bottles (veral) for solid and liquid dosage foer/,

- Part 4: Tablet bottles th

- Part 5: Dropper assemblies
- Part 7: Screw-neck vials made of glass tubing for liquid dosage forms

Annex A of this part of ISO 11418 is for information only.
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Containers an/q accessories for pharmaceutical preparations —

Part 5: .
Dropper asser@ies

%

1 Scope OQ

This part of ISO 11418 specifies design, dimensions, material and requirements of dropper assemblies
consisting of a screw cap, dropper and pipettes for the application and dosage of liquid pharmaceutical
preparations.

/0
This part of 1ISO 11418 is applicable to @opper assemblies used in the medical field in order to deliver
pharmaceutical preparations contained in screv&ck bottles according to ISO 11418-1.

Dropper assemblies are applicable to primary paé@Qed in direct contact with the drug.

NOTE — The potency, purity, stability and safety of a dru rin‘g its manufacture and storage can be strongly affected by the
nature and performance of the primary pack. 7

%
&

The following standards contain provisions which, through referene?n this text, constitute provisions of this part of
ISO 11418. At the time of publication, the editions indicated were . All standards are subject to revision, and

2 Normative references

parties to agreements based on this part of ISO 11418 are encourag investigate the possibility of applying the
most recent editions of the standards listed below. Members of IEC & O maintain registers of currently valid
International Standards. @

ISO 719:1985, Glass — Hydrolytic resistance of glass grains at 98 degrees C ;M hod of test and classification.
ISO 720:1985, Glass — Hydrolytic resistance of glass grains at 121 degrees C — Aéthod of test and classification.
ISO 8362-2:1988, Injection containers for injectables and accessories — Part 2: Clos% injection vials.

ISO 11418-1:1996, Containers and accessories for pharmaceutical preparations — Part A 0rop-dispensing bottles.

3 Dimensions and designation
3.1 Dimensions

The design of the dropper assembly (see figure 1) may vary, however the dimensions shall be as shown in figures
2, 3,4 and 5 and as given in tables 1, 2, 3 and 4.

Application shall be directed to the location indicated from the diagnostic or therapeutic point of view and shall
enable dosage in drops.



