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A sterilisation process can be deemed
sufficiently effective only if the in-
tended sterilisation action can be repro-
duced on all surfaces of the items being
sterilised. Whether this-is the case will
depend on a number of influence vari-
ables. These include:

1. The process sequence (pressure and
temperature values, pulsed vacuum
procedures, pressure gradients).

2. The properties of the objects being
sterilised (easily accessible surfaces;
porous goods, hollow devices} and of
the packaging.

3. The quality of the operating materials.

As regards the operating materials, the
quality of the steam and its content of
non-condensable gases constitute the
most important variables.

Hence if one wishes to check a ster-
iliser or the process being conducted in it
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in order to establish whether the sterili-
sation conditions are being met on all sur-
faces of the goods, one can do so only for
defined goods (e.g. in the standard, these
are test loads) and for a specified steam
quality.

The 3.5% value is a "limit value” giv-
en in the standard (an upper value for non-
condensable gases) at which the sterilis-
er must still achieve its “standardised per-
formance”, which is measured for all test
loads.

The 3.5% value was defined after
gathering extensive experience. In general
no problems have occurred in the past
during tests on complying with this. "lim-
it value”. )

However, one cannot infer from this
that steam with high guantities of non-
condensable gases are generally unsuit-
able or that compliance with this limit val-
ue will guarantee that the process will
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prove suitable for sterilisation of all articles.

This can be proven only during valida-
tion which takes account of all the variables
exerting an influence in any individual case.

A special problem encountered when
assessing the steam quality derives from
the fact that in many steam networks or
steam generators the content of non-con-
densable gases fluctuates greatly, with
major episodes of overshooting being al-
so observed for brief periods. Since the ad-
verse effects of such episodes of over-
shooting depend to a large extent on the
time point at which they occur in the
process cycle (they are particularly unde-
sirable during the come-up time), it is im-
portant to assess the temporal constancy
of the steam quality. +



