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CERTIFICATE OF ANALYSIS

NO:DYC191910222

Product name Palenosetron
CAS Number 135729-61-2
Molecule Formula C19H24N20
Batch number 20190820
Manuf. &Exp. Date 2019.08.20 ;2021.08.19
Testing date 2019.08.21
Items Standard Result
Appearance White to off-white crystalline power White powder
Assay (HPLC) >98% 99.6%
Conform with
HNMR Conforms
- standard HNMR
Identification
Correspond to
HPLC and peak shape Conforms
reference
Total impurity 1.0%(max) 0.4%
Each known isomer 0.3%(max) 0.08%
Related N "
Total chiral impurities 0.5%(max) 0.13%
substances
Single unknown
0.5%(max) 0.17%
impurities
Specific Rotation -125°~-138° -128.3°
Loss on drying 1.0%(max) 0.19%
Storage Store in cool & dry place. Keep away from strong light and heat
Conclusion Qualified.
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