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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.
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Introduction

The materials from which injection and infusion containers (including elastomeric closures) are made are suitable
primary packaging materials for storing injectable products and infusion solutions until they are administered.
However, in this International Standard, caps are not considered as primary packaging materials in direct contact

with pharmaceutical preparations.
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Caps made of aluminium-plastics combinations for infusion bottles
and injection vials — Requirements and test methods
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ISO 8362-6:1992, Injection containers for injectables and accesories — Part 6: Caps made of aluminium-plastics
combinations for injection vials.

ISO 8536-

1:1991, Infusion equipment for medical use — Part 1: Infusion glass bottles.

ISO 8536-7:1992, Infusion equipment for medical use — Part 7: Caps made of aluminium-plastics combinations for
infusion bottles.

ISO 8872:1988, Aluminium caps for transfusion, infusion and injection bottles — General requirements and test

methods.
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Thermoplastics materials shall meet the producing countries' regulations for use in non-contact pharmaceutical

components[ The material shall be steam-sterilizable at 1Z2I °C for 30 min. Plasiics material shall_W
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Key
1 Direction| of traction

2 Clamp jaws

3 Metal finger to lift off the plastics button (plan view)

Table 1 — Dimensions of metal finger

Dimensions in millimetres

Figure 1 — Apparatus,to determine forces to pull off plastics component

Nominal size of cap R b
ISO 8362-6 ISO 8536-7
13 _ 8 8
20 — 12 10
— 28 16 12
_ 32 20 15

The test results shall be determined and recorded. For the cap to pass the test, the results shall conform with the
requirements of the International Standard for the corresponding size.

4.2.3 Determination of force required to remove tab

The cap is placed on a mandred of dimensions as given in Table 2. As shown in Figure 2, a hook is placed in the
tear-out ring exposed or in the plastics disc (which shall be perforated). The hook is then moved by the
traction/pressure machine in the direction shown until the aluminium cap has been opened completely.
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Key
1 Direction offtraction
2 Mandrel

Figure 2 — Apparatus to determine tear-off force

Table 2 — Dimensions of mandrel

Dimensions in millimetres

Nominal size of cap dy R
ISO 8362-6 ISO 8536-7
13 — 13,1 0,8
20 ~ 20,1 0.8
- 28 27,9 1,15
o 32 32,4 1,15

The test resylts shall be determined and recorded. For the cap to pass the test, the results shall confor

requirementq of the InternationahStandard for the corresponding size cap.

5 Cleaning, sterilization and coating

Cleaning, stdrilization and coating shall be carried out in accordance with ISO 8872:1988, 5.1, 5.2 b) and 5

m with the

6 Packaging

Packaging shall comply with the requirements given in ISO 8872.

7 Marking

Marking shall be in accordance with ISO 8872.
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