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to addressing the influences of excipients on PSD measurement. > The PAA excipients were in micrometer range generating signals that could interfere with the PSD measurement. (Lotepredﬁol Etabonate Gel, 5%) using LD total background subtraction technique (volume
» Use of sodium chloride exhibited concentration-dependent reduction of the polycarbophil interference. based n=6, left) and polarized microscope (humber based n=3, right).
Methods > False interpretation of the PSD could arise, if the LD peak generated by the excipients overlaps with the peak from the particles of interest. » The excipient interference was eliminated, results were consistent in three commercial lots.
» Pretreating samples containing PAA with sodium chloride can reduce excipient interference, rather than eliminate It. > The PSD measurement results were comparable between two techniques confirming the
Particle size distribution was determined by LD technique using > Using placebo dispersion as a background could eliminate the interference of excipients. suitability of the newly developed method.
Mastersizer 3000 equipped with a Hydro MV dispersion unit (Malvern
Panalytical Ltd, Malvern, UK). A suitable amount of samples were PSD Measurement of Commercial Triamcinolone Acetonide (TA) Injectable Suspension PSD Measurement of Commercial Brinzolamide (BRZ) Suspension, 1%
added into the dispersion unit, followed by dispersing and recirculating
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To prepare formulations, polyacrylic acid (or other polymers) was D10 D50 D90 " ParticleSize (um) 1000 2000 onsaeed (o2 3000 w/ 20% corresponding average and stnd-dev of PSD measurement results (n=3, right). BGR: background
dispersed In 7 g of particle free water and stirred overnight. The > Using placebo background subtraction could eliminate the interference of carbomer.
remaining ingredients were added and dissolved. Subsequently, pH Figure 5. (A) Representative PSD (n=3) with size metrics; Overlay of PSD Figure 6. Average and standard deviation (n=9) of PSD size metrics for > Dissolution of brinzolamide during measurement led to underestimation of PSD as well as
was adjusted to 6.5 followed by autoclaving at 121°C for 30 min. hlst_ograms of commercially available TA product (i.e., Kenalog-40) at different commercially available TA product (i.e., Kenalog-40) at different appearance of a bimodal distribution.
Lastly, 1 mL of a known STD (0.9, 2 or 5 um) was spiked into each recirculation speeds; (B) 1000 rpm, (C) 2000 rpm, (D) 3000 rpm. reC|r_cu|at|on sp_eed_s; 100;)0r£m, 2000 rpm, 3000 rpm, and 3000 with > Combination of placebo background subtraction and saturated BRZ dispersant allowed to
. . continuous sonication at ower. - -
formulation and water was added to make up a total weight of 10 g. °P measure PSD of BRZ in the product reliably.
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In average and standard deviation of D;, during measurement in the
- presence of sonication (n=3). This poster reflects the views of the authors and should not be construed to represent FDA’s

Lo views or policies. The mention of trades names, commercial products, or organizations is for
g.s. clarification of the methods used and should not be interpreted as an endorsement of a
product or manufacturer.

» Different conditions lead to different PSD with broadness and mean size depending on stir rate and sonication.
» Upon removal of sonication particle size increases indicating quick reversible flocculation.
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