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Foreword

ISO (the International Organization for Standardization) is

a worldwide

federation of national standards bodies (ISO member bodigs). The work
of preparing International Standards is normally-carried ouf through ISO

technical committees. Each member body interested in
which a technical committee has been established has th

subject for
right to be

represented on that committee. International organizatipns, govern-
mental and non-governmental, in liaison-with I1SO, also taKe part in the

work. ISO collaborates closely with“the International Ele
Commission (IEC) on all matters of-electrotechnical standa

ctrotechnical
rdization.

Draft International Standards{adopted by the technical coimmittees are

circulated to the member bodies for voting. Publication
national Standard requires. approval by at least 75 % of
bodies casting a vote.

International Standakd 1SO 8536-3 was prepared by Technic

as an Inter-
the member

Bl Committee

ISO/TC 76, Transfusion, infusion and injection equipment for medical

use.

ISO 8536 consists of the following parts, under the general
equipment for medical use:

- JPart 1: Infusion glass bottles

— Part 2: Closures for infusion bottles

— Part 3: Aluminium caps for infusion bottles

— Part 4: Infusion sets for single use

— Part 5: Burette type infusion sets

— Part 6: Freeze drying closures for infusion bottles

— Part 7: Caps made of aluminium-plastics combination
bottles

title Infusion

5 for infusion
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Introduction

The materials from which infusion glass bottles (including elastomeric
closures) arg made are suitable primary packaging materials for storing
infusion solutions until they are administered. However, in this part of
ISO 8536, aldminium caps are not considered as primary packaging
material in djrect contact with the infusion solution.
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INTERNATIONAL STANDARD

ISO 8536-3:1992(E)

Infusion equipment for medical use —

Part 3:
Alum|nium caps for infusion bottles

1 Scope

This Intgrnational Standard specifies aluminium
caps fof infusion glass bottles as specified in
ISO 8536f1.

2 Normative references

The follqwing standards contain provisions which,
through feference in this text, constitute provisions
of this pprt of ISO 8536. At the time of publication;
the editipns indicated were valid. All standards.are
subject tp revision, and parties to agreements based
on this gart of ISO 8536 are encouraged to-investi-
gate the|possibility of applying the most ketent edi-
tions of fhe standards indicated below. Members of
IEC and|ISO maintain registers oflcurrently valid
Internatipnal Standards.

1ISO 2768t1:1989, General tolerances — Part 1: Toler-
ances fof linear and angular-dimensions without in-
dividual {olerance indications.

ISO 2768{2:1989, General tolerances — Part 2: Geo-
metrical |tolerances’ for features without individual
tolerancg indieations.

ISO 8536}1:1991, Infusion equipment for medical use

The shapes of the_caps are given orlly as typical
examples in the figures but the dinmensions are
mandatory requirements.

The components of a two-piece tear-offf cap are:
— anJaluminium cap with centre hole, type A;

= a protective aluminium cap with complete tear-
off tab, type F.

The components of a three-piece tear-¢ff cap are:
— an aluminium cap with centre hole, [type A;
— a protective disc E;

— a protective aluminium cap with cgmplete tear-
off tab, type F.

NOTE1 The width and the number df bridges for
types C and F are a function of the intendefl resistance.

3.2 Tolerances

The tolerances shall be in accofdance with
ISO 2768-1 and ISO 2768-2.

— Part 1: Infusion glass boftles.
ISO 8872:1988, Aluminium caps for transfusion, in-

fusion and injection bottles — General requirements
and test methods.

3 Dimensions and tolerances

3.1 Dimensions

The dimensions of the caps shall be as shown in
figures 1 to 3, and as given in table 1.

4 Designation

Caps shall be designated as one-, two- or three-
piece, and according to type.

The designation is expressed as the word “cap”, the
number and part of this International Standard fol-
lowed by the type letter, the number of pieces if
more than one, and the nominal size of the cap.
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For example, a type A, two-piece aluminium cap of
nominal size 32 complying with the requirements
laid down in this part of ISO 8536, is designated:

Cap ISO 8536-3 - A2 - 32

5 Requirements

5.1 General requirements

5.1.1 Under normal conditions of use and handling,

5.2.2 Complete tear-off tab (type F)

The force needed to remove the tab completely shall
be determined as specified in ISO 8872 and shall be
within the range given in table 2.

5.2.3 Three-piece tear-off cap

The minimum force to push the cap with centre hole
(type A) into the protective cap with complete tear-
off tab (type F) shall be 5 N.

assembled caps shall be considered as a whole un-
til the crimping operation.

5.1.2 The caps shall meet the requirements of
ISO 8872.

5.2 Force required to remove tab

5.21 Three-bridge tab (type C)

The force neefled to remove the tab shall be deter-
mined as spefified in ISO 8872 and shall be within
the range givgn in table 2.

6 Packaging

The packaging of aluminium caps-shall comply with
the requirements of ISO 8872,

7 Marking

The aluminium caps-shall be marked in accgrdance
with ISO 8872 and'with the designation as ddfined in
clause 4.
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Table 1 — Dimensions of aluminium caps

ISO 8536-3:1992(E)

Dimensions in millimetres

. dy % dy h r
Size Type 01 el
0 + 0,2 min. + 0,25 + 0,2
A C 27,9 20,6 9,2 1
28 Disc E 273
F 2076 1
0,168 < ¢ <.0,24p
A C 32,6 20 11,9 1
32 Disc E 30
F 20 1

1)

the nomit

The thickness shall be agreed between the manufacturer and the user within the given range,) The thickness shall
al value by more than 0,022 mm. The extreme limits are given without tolerance.
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a) Type A - Aluminium cap with centre hole

Figure 1 — One-piece tear-off cap

b) Type C - Aluminium cap with three-bridge tab
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Dimensions‘in millimetres

Y—— Tear-off perforation

0,5 max.
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a) TypeF-~ Protective aluminlum cap with b) Type A - Aluminium cap with centre hole

tomplete tear-of f tab

Figure 2 — Two-piece tear-off cap
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Dimensions in millimetres
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E Protective disc
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a) Type F - Protective aluminium cap with

complete tear-off tab

b) Type A - Aluminium cap with centre holp

Figure 3 — Three-piece tear-off cap

Table 2 — Minimum and maximum forces to
remove the complete tear-off tab (type F) or

three-bridge tab (type C)

Forces in newtons

N . Force to tear off tab
Nor_mnal Force to break bridges completely
size
min. max. min. max.
28 10 40 5 25
32 30 60 20 40

accordingly.

NOTE — In the case of multiple bridges, the resistance against
pressure shall be sufficient but the breaking force is reduced
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