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b.e Finished Product specification (Tolvaptan Tablets)

b.e.e Identification Test Meet the requirement

b.elo  USuusendfny w¢.o — @od.0% of the LA. Of tolvaptan

w.@.en Dissolution test Q wo% of the LA of tolvaptan dissolved in mo minutes
w.a.@ Uniformity of dosage units Meet the requirement

b.e.& Degradation products

- SFO-cdemow NMT o.@%
- Other individual NMT o.e%
- Total impurities NMT o.¢%

ol Raw material specification : Tolvaptan Spray Dry Powder

b.lw.e Identification Test Meet the requirement

bl  USunasigdngy ®z.0 — @0l.0% of the LA. Of tolvaptan
o.m.en  Crystallinity No peak is observed at round &.ef (NMT %)
b.eng Water content NMT &%

w.on.& Particle size distribution Mean o - bo um

.o residual solvent NMT &ooo ppm

b.en Raw material specification : Tolvaptan

b.en.e |dentification Test Meet the requirement

L.anlo USR8 AR «m.¢ - @0e.&% of the LA Of tolvaptan
..o Melting point b - bbac’c

w.en.e Drug-related impurity by HPLC

- SFO-€eow NMT o.@% area

- Other individual NMT o.60% area

- Total impurities NMT o.m% area
b.a.& Heavy metals < ®0 ppm
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