FeSSIF/FaSSIF Update eP hares

Innovative Products For Insoluble Compounds

At Phares, we are continually conducting research into the field of biorelevant media for industrial
application. It is part of our customer care policy to update our customers with this information so
you can benefit from our latest findings.

Practical Tips for using biorelevant FeSSIF/FaSSIF media

e Use HPLC as your analytical tool

HPLC or specialist UV equipment is recommended as an analytical tool for more accurate
guantitative drug analysis in the presence of FeSSIF and FaSSIF media to eliminate possible
UV interference.

The increase in UV response of FeSSIF reflects a very small increase in oxidized lecithin
(20.02% after 24 hours) as demonstrated in Figure 1. This slight increase exaggerates the
extinction at wavelengths less than about 300 nm because of the extremely high molar
extinction coefficient of 277000 (M™*cm™). The finding also applies to FaSSIF but to a lesser
extent.

Figure 1: UV Spectra of FeSSIF
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e Make biorelevant FeSSIF/FaSSIF freshly to reduce the risk of microbial spoilage or
physicochemical changes

As FeSSIF and FaSSIF are so quick and easy to prepare using SIF Powder you can make it
freshly, eliminating the need to store the biorelevant media.
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Tips for preparing FeSSIF/FaSSIF media with reproducible physical properties

Please note that although these physical findings are of interest it should be realised that the

dissolution of drugs appears to be predominantly driven by the chemical composition and not

by the particle size. However, it cannot be excluded that specific drugs behave differently

hence we recommend following the Preparation Protocol.

Equilibrate FaSSIF media to obtain a stable particle size

We recommend in the Preparation Protocol equilibrating this media for 2 hours after

preparation before use to obtain a stable average particle size between 30nm to 70nm as

shown in Figure 2.
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Figure 2: Particle Sizes in FaSSIF
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e Avoid storing FaSSIF media in the refrigerator

We recommend avoiding storage in the refrigerator as this can change the particle size of
FaSSIF as shown in Figure 3.

Figure 3: Influence of Storage Temperature on Particle Size of FaSSIF
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Does the particle size influence dissolution?

No, based on our current experience and literature', the increase in particle size over the first two
hours does not appear to have any effect on the dissolution rate of compounds tested in house (data
on file).

However, to maintain particle size consistency, we recommend equilibrating freshly prepared FaSSIF
media for two hours at room temperature and not storing it in the refrigerator.

Please Note:

These tips originate from findings inherent in FeSSIF and FaSSIF media irrespective of the preparation
method. They are not specific to Phares SIF Powder. This behaviour is due to the physico-chemical
characteristics of the mixed micellar compositions used as biorelevant media.
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These latest developments in biorelevant media will be explained in greater detail in a paper by
Phares AG which we will send you on publication.

AAPS 2009: Meet Professor Jennifer Dressman

Please visit us at Booth 438 at this year’s AAPS exhibition in Los Angeles, November 9"-11"2009. We
will be presenting a special exhibition on the use of FeSSIF and FaSSIF Biorelevant Media in R&D.
Meet Professor Jennifer Dressman who will be present at our Booth on the Tuesday at 1:30-3:30pm
(10" November).

" Boni JE, Brickl RS, Dressman J, Pfefferle ML. Instant FaSSIF and FeSSIF—Biorelevance Meets Practicality, Dissolution Technologies
Magazine, pages 41-45, August 2009
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