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of 1ISO 11418 specifies the design, dimensions, material and reguirements of dropper

j of a screw cap, dropper bulbs and pipettes for the applicationand dosage of liquid phg
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} of ISO 11418 is applicable to dropper assemblies used in the medical field in orde
butical preparations contained in screw neck bottles according to 1ISO 11418-1.

hssemblies are applicable to primary packs used in_ direct contact with the drug.

The potency, purity, stability and safety of a drug ddring its manufacture and storage can be strongly af
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3 Dimensions and designation

3.1 Dimensions

[B-T:T996, Containers and accessories for pharmaceutical preparations — Part 1. Drop-dispensing bottles.

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.
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1 Dropper bulb

2 Screw cap

3 Pipette

4 Screw neck bottle
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3.1.1 Dropper bulb with small suction volume (DBS)

Dimensions in millimetres
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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 — Dropperbulb with medium suction volume

Tabte 1 — Volume and dimensions of dropper bulb

Dimensions in millimetrep

Type Veltime d, d, ds dy dsg hq ho
ml +0,15 +0,2 +0,2 +0,2 +0,2 +0,5 +0,2

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 relationship to dropper bulb suction volume

Dimensions in millimetres

D
Droppér bulb suction volume £02
Small(DBS) 8,5
NMedium (DBM) 12
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3.1.4 Pipette

1,8 +0,2
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Dimensions in millimetres
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Figure 5 — Pipette

Table 3 — Diameter of the pipette

g . . "
UITITICTISTOTIS T TTnmmeuTs

dl dz X
Type +015 | +025 max.
DBS 6.35 7.75 6,60
DEM 7.25 8.25 7.50
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Table 4 — Length of pipette

Dimensions in

millimetres

3.2 De
3.2.1 Sq

Designat

322 D

Designat
ISO 1141

3.23 D

Designat
ISO 1141

3.24 Pi

Designat
type (DB

Nominal volume of screw neck bottle Length /; 0,5
in accordance with ISO 11418-1

ml DBS DBM

5 415 45

10 47,5 51
15 59 62,5
20 59 62,5

25 59 61
30 66 69;5
50 83 86,5

75 87,5 91

100 90,5 94

Signation
rew cap

on of a screw cap, type (DBS) complying with the requiremeftsin this part of ISO 11418:
Screw cap ISO 11418-5+DBS

opper bulb with small suction volume (DBS)

on of a dropper bulb with small suction volume (DBS) complying with the requirements in
8:

Droppeér bulb 1ISO 11418-5 - DBS

opper bulb with medium sugtion volume (DBM)

on of a dropper bulb withmedium suction volume (DBM) complying with the requirements in
8:

Dropper bulb 1ISO 11418-5 - DBM

pette

on/ef a pipette for screw neck bottles in accordance with ISO 11418-1 with a nominal volume
5)Complying with the requirements in this part of ISO 11418:

Pipette 1ISO 11418-5 - 25 - DBS

4 Material

4.1 Dropper bulb

The drop

per bulb shall be of an elastomeric material.

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

this part of

this part of

(25 ml) and
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