PARTICLE COUNTING IN SMALL VIALS Summer 2011
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We've found the Spectrex to be a very useful tool in formulation and process deve_lopmeqt’ for pareni;eral
products in cases where the volume of solution available is limited, and we are‘prlmanly mtqested either
in 1) differences in relative numbers and sizes of particles when comparing various forr_nulatlons or
processing treatments, or 2) changes in relative numbers of particles Wlth time. By _bem_g able to c9unt
particles non-destructively, we are able to perform counts on the same vial over arbitrarily long pet_'lods of
time. By using the small vial attachment, we are able to limit the volume of sample to about 3 mlina 5

ml glass vial. The USP method, by contrast, requires about 25 ml.

Sincerely,

Research Scientist
BioPharma Solutions

Baxter Healthcare Corporation



