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Foreword

ISO (the International Organization for Standardization]-is

a worldwide

federation of national standards bodies (ISO member-bodig¢s). The work

of preparing International Standards is normally, carried ouf

technical committees. Each member body interested in

which a technical committee has been established has th

represented on that committee. International organizations,
and non-governmental, in liaison with |S©,/also take part in
collaborates closely with the Interpational Electrotechnica
(IEC) on all matters of electrotechnical standardization.

Draft International Standards<{adopted by the technical co

b

International Standard ISO 9187-2 was prepared by Technic

circulated to the member bédies for voting. Publication as a
Standard requires approvalby at least 75 % of the member
a vote.

ISO/TC 76, Transfusion, infusion and injection equipmen
use.

ISO 9187%consists of the following parts, under the general
equipmeént for medical use:

~) Part 1: Ampoules for injectables

— Part 2: One-point-cut (OPC) ampoules
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Introductien

Ampoules arel| suitable primary packaging materials for storing pharma-
ceutical produgts until they are administered to the patient. Owing to the
direct contact| between injectables and the primary container over ex-
tended storag¢ periods, possible interactions must be avoided in order to
guarantee patlent safety. Adequate means to achieve this objective in-
clude proper gelection of primary packaging materials, the choice of suit-
able package [design and the availability of specific requirements and
methods for tgsting individual container systems.
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Injection equipment for medical use —

Part |2:
One-point-cut (OPC) ampoules

1 Scope

This part|of ISO 9187 specifies materials, dimensions
and reqyirements for forms of one-point-cut (OPC)
ampoule$ (forms B, C and D) for injectables.

Ampoulels complying with this part of ISO 9187 are
intended|for single use only.

2 Normative reference

The follpwing standard contains provisions whkich,
through feference in this text, constitutel provisions
of this pqrt of ISO 9187. At the time of publication, the
edition indicated was valid. All standards are subject
to revisign, and parties to agreements based on this
part of IBO 9187 are encouraged-to investigate the
possibility of applying the most_recent edition of the
standard| indicated below..Members of IEC and ISO
maintain| registers of .eutrently valid International

(cl) complying with the requirements of this part of

ISO 9187:

Ampoule ISO 9187-2 - OPC - B 410 - cl

4 Material

The material shall be in accofdance with
ISO 9187-1:1991, clause 4.

Table 1 — Dimensions of OPC ampoules
Dimensigns in millimetres

3.1 Dimensions
The dimensions for OPC ampoules shall be as laid

down in 1SO 9187-1 and as given in table1. See
figure 1 for typical examples.

3.2 Designation

Designation example of a form B OPC ampoule with
a nominal volume of 10 ml, made of colourless glass

I\!on|1- Diameter Eiﬂgm';?z Wall
ina i 0 i .
:r(:‘l; of point upp;:) il::;e of ?::::_?:;::
mi dy hy Sy
max.
1 32,5
2 44,5 0,7 £ 0,10
3 40,0
5 54,0 0.7 £ 0,15
2+05
10 70,0 0,8 £ 0,15
20 84,5
25 99,6 140,20
30 114,5
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Form B Form C

Form D
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5 Requirements

5.1 Hydrolytic resistance

The hydrolytid resistance shall be in accordance with
ISO 9187-1:1991, subclause 5.1.

5.2 Annealing quality

The annealing quality shall-Be in accordance with
ISO 9187-1:1991, subclause 5.2.

5.3 Breaking force

When testedlin—accordance—with1S0-9187-1-1991.

Figure 1 — Typical examples of OPC ampoules

Table 2 — Breaking force

Nominal lL_ength Breaking force
volume U=h+h)
l 11 12 Fmin Fmax
ml mm | mm | mm N N
1103 25 65
36 18 18
5 30 70
10 to 30 60 22 38 30 80

clause 6, the breaking force shall comply with the
values laid down in table 2.

In special cases it may be possible to agree to a
breaking force with a lower tolerance. This tolerance
shall be agreed between manufacturer and user.

5.4 Position and stability of point

5.4.1 The point consisting of colour pigments shall
be fixed in the centre above the cut. The maximum
deviation from the centreline shall not exceed
+ 1 mm.

VA LL b . le Lo Lt L bl -
YWhentestmg-the breaking—forcetheequipment shall
be positioned on the centre of the cut, as otherwise
a considerable increase of breaking force would re-
sult.

5.4.2 The point shall withstand 30 min heating in a
drying oven at a temperature of 120 °C followed by
dipping into water at 30 °C.

5.4.3 The point shall withstand the usual cleaning
and sterilization conditions.
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