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Results of chemical degradation from excipient compatibility test
Compound—1 HBr—Excipient Compatibility Profile (Chemical)
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Results of chiral impurities from excipient compatibility test

Compound—1 HBr Excipient Compatibility Profile (Chiral)

16.8% Chiral Impurity for PVP
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Chemical Impurity Profiles of Roller Compaction
Formulations for Compound—1 HBr
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Chiral Impurity Profiles of Roller Compaction
Formulations for Compound—1 HBr
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4 Week Stability of Roller Compaction Formulation
for Compound 1 HBr (Hydrolytic degradant 1)
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4 Week Stability of Roller Compaction Formulation
for Compound 1 HBr (Hydrolytic degradant 2)
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4 Week Stability of Roller Compaction Formulation
for Compound 1 HBr (Chiral Impurity)
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HSWG Formulations for Compound 1 HBr (Total RI)
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HSWG Formulations for Compound 1 HBr (Chiral Impurities)
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HSWG Formulations for Compound 1 HBr (Chiral Impurity)
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2 Week Stability of HSWG Formulations for Compound
1 HBr (SA vs. SSF)
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Dissolution (USP-Il, 50rpm) Stability at pH 4.5 of HSWG Formulations for
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Dissolution (Type—Il, 50rpm) Performance of Excipient Range DoE
Batches at PH 4.5 using HSWG for Compound—1 HBr
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Stability of Formulations (0.1 mgq) of Compound 1 — Manufactured by
HSWG vs. RC vs. DB Process
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pH 2 Dissolution of Formulations (2 mg) of Compound 1 -
Manufactured by HSWG vs. RC vs. DB Process

120
100 S o
o ‘&“‘\‘
5
40 -@-PD01-599 (HSWG FB)
20 --~PD01-522A (RC FB)
o L& ~4-PD01-522C (DB FB)

0 15 30 45 60 75 90
Time (min)

FIG. 10B

Dissolution (Type-Il, 50rpm) Performance of HSWG Formulation DoE
Batches at pH 2 for Compound 1
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Dissolution (Type-Il, 50rpm) Performance at pH 4.5 of DB vs
HSWG Formulations at Varying Levels of FA using 2mg Dose for
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Dissolution (Type-Il, 50rpm) Performance at pH 4.5 of DB vs
HSWG Formulations at Varying Levels of FA using 0.5mg Dose
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XRPD of Form K of a Free Base of Compound 1
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XRPD of Form K' of a Free Base of Compound 1
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XRPD of Form A of a Hydrobromide Salt of Compound 1
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