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Chiral Impurity
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Degradation products (RRT 4.2 Mins)
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Degradation products (RRT 7.1 Mins)
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Degradation products (RRT 7.6 Mins)
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Two—stage dissolution at pH2 (0-90 minutes) & 6.8 (90-150 minutes)
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Accelerated Stability Assessment of Mannitol BIC with Fumaric Acid and Maleic Acid
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Compound 1 Crystal Coated with 3% Aerosi R-972
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Dissolution profile— Cap 38, 39, 40
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Comparative Dissolution Profiles of 0.1mg Mannitol BIC and Starch—Lactose BIC at 1=0
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FIG. 23

Comparative Dissolution Profiles of 0.omq Mannitol BIC and Starch-Lactose BIC at 1=0
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Profiles of 2mg Mannitol BIC and Starch—Lactose BIC at T=0
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Chiral impurity
Mannitol BIC—Lead lab batch
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Comparative Dissolution Stability data of 0.1mg Mannitol BIC and Starch-Lactose BIC

0.1mg Mannitol BIC vs 0.1mg Starch lactose
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Comparative Dissolution Stability data of 0.omq Mannitol BIC and Starch-Lactose BIC
0.omg Mannitol BIC vs 0.omg Starch lactose BIC
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Comparative Dissolution Stability data of 2mg Mannitol BIC and Starch—Lactose BIC
2mg Mannitol BIC vs Starch lactose BIC
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