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Case Story - close to the border;
the production and phase stability

With a contract pharmaceutical manufacturing company in Sweden we had
to solve a problem of major importance - in collaboration with the company
and their client. The answer to the problem in the production was found
in a classical phase diagram and the solution turned out to be beautifully
simple.

THE PROBLEM - what worked in the lab did not in the pilot

When the process was scaled up from lab to pilot everything seemed all right
the first liters of production... but there after the tapped liquid product couldn’t
stand any stability tests. The first liters were stable, the others phase sepa-
rated.

OUR SOLUTION - knowing the limits of danger

We went into detail both what concerned the production factors; the
mixing order, stirring, timings, linings but also concemning the ingredi-
ents and their proportions. Our key question was - how delicate was
the formulation? Could it be that the proportions used were close to
a phase-border and if so, could we formulate it with a better margin?
The answer to both questions: YES!

TECHNIQUES USED

Of main importance was the classical phase study where we observed many
samples by eye. The solvent concentrations in samples from production were
analyzed by Carl Fisher titration and HPLC. In addition to this we developed
an innovative way of analyzing NMR data. With this, we could pinpoint the
phase border where the samples were destabilized. Thereby, our client new
exactly where the danger was and could adjust the formulation accordingly
instead of with “an extra margin” - something that would be both costly and

with a result potentially close to another danger...

THIS WAS ONE EXAMPLE - YOURS COULD BE NEXT...

You are welcome to discover how technology and competence can
increase business for your company. For references - call us or check out
our web page: www.colloidalresource.se

CEO Karin Bryskhe: +46 (0) 707-522 031, karin@colloidalresource.se
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