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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 maintenange
described In the ISO/IEC Directives, Part 1. In particular the different approval criteria neededfor
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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3.1

Scope

5 part of ISO 11418 specifies the design, dimensions, material, and requirements

bf dropper

bmblies consisting of a screw cap, dropper bulbs, and pipettes for the application and dosage of liquid
phajrmaceutical preparations.

5 part of ISO 11418 is applicable to dropper assemblies used in the médical field in orde

phImaceutical preparations contained in screw neck bottles accordingto ISO 11418-1.

per assemblies are applicable to primary packs used in direct'econtact with the drug.

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

Normative references

following documents, in whole or in partare normatively referenced in this documsg

" to deliver

be strongly

nt and are

spensable for its application. For dated references, only the edition cited applies. F¢r undated

rences, the latest edition of the referericed document (including any amendments) appligs.

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
8362-2, Injection containters and accessories — Part 2: Closures for injection vials

11418-1, Containers~and accessories for pharmaceutical preparations — Part 1: Drop
s bottles

Dimensions and designation

Dimensions

wn

sification

issification

dispensing
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in Figures 2, 3, 4 and 5 and as given in Tables 1, 2, 3 and 4.

as shown

Application shall be directed to the location indicated from the diagnostic or therapeutic point of view

and

shall enable dosage in drops.
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Figure 1 — Typical dropper assembly
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3.1.1 Dropper bulb with small suction volume (DBS)

Dimensions in millimetres
ds
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Figure 2 — Dropper bulb with small suction volume
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3.1.2 Dropper bulb with medium suction volume (DBM)

Dimensions in millimetres
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Figure 3 — Dropper bulb with medium suction volume

Table 1 — Volume and dimensions of dropper bulb

Dimensions in millimdtres

Tvpe Volume dq d2 d3 dy ds hq hy
yp ml +0,15 +0,2 +0,2 +0,2 +0,2 +0,5 10,2
DBS 0,15 15,0 8,5 7,5 6,0 9,6 24,0 4,3
DBM 0,6 15,6 11,8 8,5 6,7 13,3 23,5 4,3
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3.1.3 Screw cap

Dimensions in millimetres
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Figure 4 — Screw cap

Table 2 — Diameter D in relationshipto dropper bulb suction volume

Dimensions in millimetres

Dropper bulb suction volume +(l))2
Smali{(DBS) 8,5
Medium (DBM) 12
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3.1.4 Pipette

Dimensions in millimetres

1,8 0,2

0,65 +0,03

ly

Figure 5 — Pipette

Table 3 — Diameter of the pipette

Dimensions in millimetres

dy d; p'e
Type £0,15 +0.25 max.
DBS 6,35 775 6,6
DBM 725 8,25 75

© ISO 2015 - All rights reserved


https://standardsiso.com/api/?name=6ee38e21a8ddca0576ca0b4f70de85ff

ISO 11418-5:2015(E)

Table 4 — Length of pipette

Dimensions in millimetres
Nominal volume of screw neck bottle Length/l; £ 0,5
in accordance with ISO 11418-1
ml DBS DBM
5 41,5 45

10 47,5 51
15 59 62,5
20 oY 6250
25 59 61
30 66 69,5
50 83 86,5
75 87,5 91
100 90,5 94

3.2 Designation

3.2{1 Screw cap

Des

3.2

Des
par

3.2

Des
thid

3.2
Des

ignation of a screw cap, type (DBS) complying with the requirements in this part of ISO |
Screw cap 1S0:11418-5 — DBS

2 Dropper bulb with small suction volume (DBS)

L of ISO 11418:
Dropper bulb ISO 11418-5 — DBS

3 Dropper bulb with-medium suction volume (DBM)

ignation of a dropperbulb with medium suction volume (DBM) complying with the requi
part of ISO 11418:

Dropper bulb ISO 11418-5 — DBM

4  Pipette

ignation of a pipette for screw neck bottles in accordance with ISO 11418-1 with a nomi

1418:

ignation of a dropper bulb with small su¢tion volume (DBS) complying with the requiremjents in this

rements in

hal volume

(25

mB andtune (DBS) comblving with the reaguirementsinthispart of IS0 114.18:
J J \N J r-J =] 1 r

4

4.1

Pipette ISO 11418-5 — 25-DBS

Material

Dropper bulb

The dropper bulb shall be of an elastomeric material.

The material itself and its hardness shall be agreed between manufacturer and customer.

©IS

02015 - All rights reserved


https://standardsiso.com/api/?name=6ee38e21a8ddca0576ca0b4f70de85ff

	Foreword
	1	Scope
	2	Normative references
	3	Dimensions and designation
	3.1	Dimensions
	3.1.1	Dropper bulb with small suction volume (DBS)
	3.1.2	Dropper bulb with medium suction volume (DBM)
	3.1.3	Screw cap
	3.1.4	Pipette
	3.2	Designation
	3.2.1	Screw cap
	3.2.2	Dropper bulb with small suction volume (DBS)
	3.2.3	Dropper bulb with medium suction volume (DBM)
	3.2.4	Pipette
	4	Material
	4.1	Dropper bulb
	4.2	Pipette
	4.3	Screw cap
	5	Requirements
	5.1	Dropper bulb
	5.2	Pipette
	Bibliography

