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Abstract

Results

Table 1. Particle size distribution characterization of cyclosporine emulsions by DLS
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Five formulations, that were qualitatively (Q1) and quantitatively (Q2) the same as the globule size of the formulations rheological profiles of the RLD and five In-house formulations.

reference listed product (Restasis®), were manufactured in-house. Efforts were Q Higher microfluidization temperature and pressure were more effective in producing smaller oil

focused on obtaining formulations with different globule size distribution and globules 1 Carbomer was shear sensitive and its viscosity was reduced under increasing shearing force
viscosity. The globule size were varied by controlling the temperature and pressure Q Despite the change in formulation rheological properties, the hydrodynamic sizes of the oil 0 Carbomer largely determines the overall rheological profile of the formulation

during the microfluidization. The viscosities of the formulation were controlled by _ _ | _ | o _ _

subjecting carbomer to different shear conditions using a homogenizer. The globules were not aiffected 0 Formulations with carbomer of medium viscosity have similar rheological profiles as the RLD

prepared formulations were directly analyzed by AF4 without further dilution or any

other treatment.
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RI Disclaimer

d AF4 has demonstrated discriminating ability in characterizing globule size distribution of
cyclosporine emulsions manufactured under different conditions.
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This poster reflects the views of the authors and should not be construed to represent FDA's

views or policies. The mention of trades names, commercial products, or organizations is for

1 AF4 is valuable in understanding the process variable and can assist to achieve better clarification of the methods used and should not be interpreted as an endorsement of a
guality control. product or manufacturer.

Figure 2. AF4 system setup (above) and conditions. AF4 Channel: short with 350 um spacer;
Mobile phase: 1 mM NaCl, Membrane: regenerated cellulose, 10 kDa; Focus flow: 1 mL/min;
Detector flow: 1 mL/min. MALS: multi-angle light scattering. DLS: dynamic light scattering. RI:

refractive index. www.fda.gov
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