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A total of 9 lots of DFPN oil emulsion products from the innovator
Alcon and 2 samples from CDER/OPQ/OTR/DPQR home-made
were analyzed (Table 1). Per label claim, each mL of Durezol®
ophthalmic emulsion contains: difluprednate 0.5 mg (0.05%),
castor oil, glycerin, polysorbate 80, etc. All of the drug products
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e The newly developed method of combining ultracentrifugation
and low-field bench-top *°F NMR has been demonstrated for
mass balance and high reproducibility (1-3%), below lot-to-lot
variations (3-5%).

were analyzed in parallel. All of the emulsion products appeared as JUUUUU 2 » For the tested DFPN products, the different lots of innovator
white opague to slightly translucent homogeneous emulsions |, Fourier ) products have similar amount of water partition (including
(Figure 2). —_Spinselve Transform ; micelle), 32-35%. The home-made products have more water

2 ) phase of 52%. The difference demonstrated manufacturing
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(igure 2. Flowchart of the centrifuge-NMR method.
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Figure 3. 1D F NMR spectra of DFPN from emulsion drug
product (black), water phase (blue) and oil phase (red). Spectra
from Durezol® D3 (top) and home-made F1 (bottom) are shown.
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